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FSIS’ Authority 


Under the Federal Meat Inspection Act (FMIA) (21 U.S.C. 601 et seq.), 
FSIS issues regulations governing the production of meat and meat food 
products prepared for distribution in commerce. 


Under the FMIA, a meat food product is adulterated if, among other 
circumstances, it bears or contains any poisonous or deleterious substance 
that may render it injurious to health (21 U.S.C. 601(m) or if it is for any 
reason unsound, unhealthful, unwholesome, or unfit for human food (21 
U.S.C. 601 (m) (3)). 
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Release No. 0449.03 


Alisa Harrison (202) 720-4623 
Julie Quick (202) 720-4623 


VENEMAN ANNOUNCES ADDITIONAL PROTECTION 
MEASURES TO GUARD AGAINST BSE 


WASHINGTON, Dec. 30, 2003—Agriculture Secretary Ann M. Veneman today announced additional 
safeguards to bolster the U.S. protection systems against Bovine Spongiform Encephalopathy, or BSE, 
and further protect public health. 


“For more than a decade, the United States has had in place an aggressive surveillance, detection 
and response program for BSE,” said Veneman. “While we are confident that the United States has 
safeguards and firewalls needed to protect public health, these additional actions will further 
strengthen our protection systems.” 


Veneman said the policies announced today have been 
under consideration for many months, especially since the 
finding of a case of BSE in Canada in May 2003. The 
policies will further strengthen protections against BSE by 
removing certain animals and specified risk material and 
tissues from the human food chain; requiring additional 
process controls for establishments using advanced meat 
recovery (AMR); holding meat from cattle that have been 
tested for BSE until the test has confirmed negative; and 
prohibiting the air-injection stunning of cattle. 


While many cattle in the United States can be identified 
through a variety of systems, the Secretary also 
announced that USDA will begin immediate 
implementation of a verifiable system of national! animal 
identification. The development of such a system has been 
underway for more than a year and a half to achieve 
uniformity, consistency and efficiency across this national inna RO BOSE ine 
system. i ae ; 





“USDA has worked with partners at the federal and 
state levels and in industry for the past year and a half on 
the adoption of standards for a verifiable nationwide animal identification system to help enhance the 
speed and accuracy of our response to disease outbreaks across many different animal species,” 
Veneman said. “I have asked USDA’s Chief Information Officer to expedite the development of the 
technology architecture to implement this system. 


“These are initial steps that USDA will take to enhance our 
protection system,” Veneman said. “I am appointing an Additional Information 
international panel of scientific experts to provide an objective ; 
review of our response actions and identify areas for potential spanish version 
additional enhancements.” 


Additional BSE Information 
Specifically, USDA will take the following actions: and Resources 





Downer Animals. Effectively immediately, USDA will ban all 
downer cattle from the-human food chain. USDA will continue its BSE surveillance program. 
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Product Holding. USDA Food Safety and Inspection Service inspectors will no longer mark cattle 
tested for BSE as “inspected and passed” until confirmation is received that the animals have, in fact, 
tested negative for BSE. This new policy will be in the form of an interpretive rule that will be 
published in the Federal Register. 


To prevent the entry into commerce of meat and meat food products that are adulterated, FSIS 
inspection program personnel perform ante- and post-mortem inspection of cattle that are 
slaughtered in the United States. As part of the ante-mortem inspection, FSIS personnel look for signs 
of disease, including signs of central nervous system impairment. Animals showing signs of systemic 
disease, including those exhibiting signs of neurologic impairment, are condemned. Meat from all 
condemned animals has never been permitted for use as human food. 


Specified Risk Material. Effective immediately upon publication in the Federal Register, USDA will 
enhance its regulations by declaring as specified risk materials skull, brain, trigeminal ganglia, eyes, 
vertebral column, spinal cord and dorsal root ganglia of cattle over 30 months of age and the small 
intestine of cattle of all ages, thus prohibiting their use in the human food supply. Tonsils from all 
cattle are already considered inedible and therefore do not enter the food supply. These 
enhancements are consistent with the actions taken by Canada after the discovery of BSE in May. 


In an interim final rule, FSIS will require federally inspected establishments that slaughter cattle to 
develop, implement, and maintain procedures to remove, segregate, and dispose of these specified 
risk materials so that they cannot possibly enter the food chain. Plants must also make that 
information readily available for review by FSIS inspection personnel. FSIS has also developed 
procedures for verifying the approximate age of cattle that are slaughtered in official establishments. 
State inspected plants must have equivalent procedures in place. 


Advanced Meat Recovery. AMR is an industrial technology that removes muscle tissue from the 
bone of beef carcasses under high pressure without incorporating bone material when operated 
properly. AMR product can be labeled as “meat.” FSIS has previously had regulations in place that 
prohibit spinal cord from being included in products labeled as “meat.” The regulation, effective upon 
publication in the Federal Register, expands that prohibition to include dorsal root ganglia, clusters of 
nerve cells connected to the spinal cord along the vertebrae column, in addition to spinal cord tissue. 
Like spinal cord, the dorsal root ganglia may also contain BSE infectivity if the animal is infected. In 
addition, because the vertebral column and skull in cattle 30 months and older will be considered 
inedible, it cannot be used for AMR. 


In March 2003, FSIS began a routine regulatory sampling program for beef produced from AMR 
systems to ensure that spinal cord tissue is not present in this product. In a new interim final rule 
announced today, establishments have to ensure process control through verification testing to ensure 
that neither spinal cord nor dorsal root ganglia is present in the product. 


Air-Injection Stunning. To ensure that portions of the brain are not dislocated into the tissues of 
the carcass as a consequence of humanely stunning cattle during the slaughter process, FSIS is 
issuing a regulation to ban the practice of air-injection stunning. 


Mechanically Separated Meat. USDA will prohibit use of mechanically separated meat in human 
food. 


On Dec. 23, Veneman reported that a cow in Washington State has tested positive for BSE. A swift 
and comprehensive investigation is ongoing to trace the animal to a herd of origin, which is believed 
to be located in Alberta, Canada, as well as track additional animals that have entered the United 
States. (For the latest update on the investigation, visit www.usda.gov.) 


For more than a decade, the United States has had in place an aggressive surveillance, detection 
and response program for BSE. The United States has tested over 20,000 head of cattle for BSE in 
each of the past two years, 47 times the recommended international standard. 


Since 1989, USDA has banned imports of live ruminants and most ruminant products from the 
United Kingdom and other countries having BSE. 


In 1997, the FDA prohibited the use of most mammalian protein, the main pathway to spread the 
disease should it be in the United States, in the manufacture of animal feed intended for cattle and 
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other ruminants. 


An independent analysis by Harvard in 2001 and again in 2003 shows that the risk of BSE 
spreading in the United States is low and any possible spread would have been reversed by the 


controls we have already put in place. 


For more information please visit www.usda.gov. 
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Accessibility | Privacy / Security | Nondiscrimination | FOIA 
Questions? Comments. Contact Us 
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USDA Issues New Regulations To Address BSE Page 2 


In this rule, FSIS is requiring federally inspected establishments that slaughter cattle remove, 
segregate and dispose of these specified risk materials so that they cannot possibly enter the food chain. 
To facilitate the enforcement of this rule, FSIS has developed procedures for verifying the approximate 
age of cattle that are slaughtered in official establishments. State inspected plants must have equivalent 
procedures in place to prevent these specified risk materials from entering the food supply. 


Comments on this interim final rule will be accepted for 90 days after the publication of the rule in 
the Federal Register. Comments should be directed to: FSIS Docket Clerk, Docket #03-025IF, Room 


102, Cotton Annex, 300 12" and C Street, SW, Washington, DC 20250-3700. 


Advanced Meat Recovery. AMR is a technology that removes muscle tissue from the bone of beef 
carcasses under high pressure without incorporating bone material. AMR product can be labeled as 
“meat.” FSIS has previously established and enforced regulations that prohibit spinal cord from being 
included in products labeled as “meat.” 


This interim final rule expands that prohibition to include dorsal root ganglia, clusters of nerve cells 
connected to the spinal cord along the vertebral column, in addition to spinal cord tissue. In addition, 
because the vertebral column and skull in cattle 30 months and older will be considered inedible, they 
cannot be used for AMR. 





Comments on this interim final rule will be accepted for 90 days after the publication of the rule in 
the Federal Register. Comments should be directed to: FSIS Docket Clerk, Docket #03-038IF, Room 


102, Cotton Annex, 300 12' and C Street, SW, Washington, DC 20250-3700. 


Air-Injection Stunning. To ensure that portions of the brain are not dislocated into the tissues of 
the carcass as a consequence of humanely stunning cattle during the slaughter process, FSIS is issuing 
an interim final rule to ban the practice of air-injection stunning. 





Comments on this interim final rule will be accepted for 90 days after the publication of the rule in 
the Federal Register. Comments should be directed to: FSIS Docket Clerk, Docket #01-033DF, Room 


102, Cotton Annex, 300 12" and C Street, SW, Washington, DC 20250-3700. 


# 





NOTE: Access news releases and other information at the FSIS web site at http:/Avww. fsis. usda. gov. 





For Further Information, Contact: 

FSIS Congressional and Public Affairs Staff 
Phone: (202) 720-9113 

Fax: (202) 690-0460 


News and Information Page | FSIS Home Page | USDA Home Page 
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BSE Overview 





| Teaching Workshop 


Bovine Spongiform Encephalopathy (BSE) 


Overview and Awareness Meetings 


FSIS 


| Definition of BSE 


» Bovine Spongiform Encephalopathy: 












a Achronic degenerative disease affecting the 
central nervous system (CNS) of cattle 


a Commonly called “mad cow disease” 


| History of BSE 


s First diagnosed in Great Britain in 1986 


= Worldwide there have been more than 
180,000 cases 
a 95% have been in the United Kingdom 
a In 22 countries, including the first positive in the 
US. 





BSE Symptoms in Cattle 


a Changes in temperament such as 
nervousness or aggression 


» Abnormal posture 
# Incoordination and difficulty in rising 
« Decreased milk production 


» Loss of body condition despite continued 
appetite 











BSE in Cattle 


# No treatment 
# No test to diagnose BSE in live animal 
s Infective agent 
a Most accepted theory is that it is a prion, an 
abnormal form of a normal protein known as a 
cellular prion protein 
» Data suggest that the cause may be animal 
feed containing contaminated meat and bone 
meal 
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« Presumptive positive on December 23, 2003 


a Confirmed positive on December 25, 2003 
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BSE Positive in U.S. — Timeline 


a December 9, 2003 


a Anon-ambulatory Holstein dairy cow arrives at 
Vern’s Moses Lake Meats, in Moses Lake, 
Washington 


a Animal’s condition attributed to complications from 
Calving 


a Samples taken for the Animal and Plant Health 
Inspection Service (APHIS) BSE surveillance 
testing program 




















BSE — Timeline 


s December 11 


a Samples arrive at USDA's National Veterinary 
Services Laboratories in Ames, lowa 














=» December 22 
a Preliminary test results are positive 








| BSE — Timeline 


» December 23 
a Further test results are positive 


a Agriculture Secretary Ann M. Veneman 
announces a “presumptive positive” 


a APHIS begins epidemiological investigation and 
places quarantine on herd where cow last resided 
in Mabton, Washington 





BSE — Timeline 


a December 24 


a FSIS initiates Class II recall of all meat (10,410 
pounds) from group of 20 animals slaughtered at 
plant on December 9 


a APHIS determines disposition of three calves from 
the infected cow 


ws December 25 


a World reference laboratory in Weybridge, England 
confirms BSE positive 
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a December 27 — Traceback of infected cow 
indicates: 
a It was imported from Canada in 2001 


a Was likely 6 % years old, instead of the 4 % years 
the last owner’s records indicated 


a Investigative efforts involve Canadian officials 


s December 29 


a USDA identifies 8 more cows from the same herd 
in Canada that may have entered the U.S. 





BSE — Timeline 


# December 30 


a Agriculture Secretary Veneman announces 
additional safeguards against BSE 


s January 5 
a USDA announces decision to depopulate the bull 
calf operation in Sunnyside, Washington, that 
includes a calf bom to the infected cow 
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BSE — Timeline 


January 6 


a DNA evidence helps to verify, with a high degree 
of certainty, that the BSE positive cow originated 
from a dairy farm in Alberta, Canada 


















a January 12 


a FSIS publishes 3 rules and a notice which take 
effect immediately 





Close Working Relationships 


» Throughout this process, FSIS has worked 
closely with APHIS, state officials in affected 
states, and the Canadian Government. 








FSIS Regulatory Authority 








a Under the Federal Meat Inspection Act (FMIA) (21 

U.S.C. 601 et seq.) 

a FSIS issues regulations governing the production of meat 
and meat food products prepared for distribution in 
commerce. 

A meat food product is adulterated if, among other 
circurnstances, it bears or contains any poisonous or 
deleterious substance that may render it injurious to health 
(21 U.S.C. 601(m) (1) or if it is for any reason unsound, 
unhealthful, unwholesome, or unfit for human food (21 
U.S.C. 601 (m) (3)). 


















| Published Following BSE Positive 


a Published in Federal Register January 12, 
2004: 


a Interim final rules with request for comments: 


s Prohibition of the Use of Specified Risk Materials for 
Human Food and Requirements for the Disposition of 
Non-Ambulatory Disabled Cattle 


a Advanced Meat Recovery (AMR) Systems 
# Prohibition of the use of air-injection stunning devices 


a Notice on BSE Surveillance Program 












Awareness Meetings 


« FSIS inspection program personnel held 
awareness meetings: 
a Inall plants that slaughter cattle or process bone- 
in parts of cattle carcasses. 


a At the first weekly PBIS meeting after receipt of 
the awareness meetings notice. 


a To explain the new requirements. 
a To review 4 checklists with plant management. 


Awareness Meetings 


# FSIS inspection program personnel informed 
plant management: 


a Of the need to reassess the hazard analysis and 
determine what steps were necessary to ensure 
that the plant’s products did not contain materials 
which might transmit BSE. 

a That if plants did not address procedures and 
controls, a Notice of Intended Enforcement 
(NOIE) was to be issued. 
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Documenting the Awareness Meetings 


» Inspection program personnel documented 
the original awareness meetings in a 
memorandum of interview. It included: 
















a Who was present. 
a Date and time the meeting was held. 
a What was discussed. 


a Any documents that were shared with plant 
management. 







| Awareness Meetings 


s By the second weekly PBIS meeting: 


a FSIS inspection program personnel began 
verifying that the plant had incorporated 
appropriate procedures and controls into its: 
= Hazard Analysis and Critical Control Points (HACCP) 

Plan; 
s Sanitation Standard Operating Procedures (Sanitation 

SOPs); 

Or prerequisite programs. 














Awareness Meetings 


» After the second weekly PBIS meeting, 










a Inspection program personnel verified that the 
requirements were being met utilizing the HACCP 
or the Sanitation SOPs procedure, 


a and documented noncompliance accordingly. 







For More Information on BSE 


» Log onto the FSIS website at 


a http://www. fsis.usda.gov/ 
a Extensive USDA information 
s Links to other BSE websites 








» FSIS Technical Service Center (TSC) 
a Phone 1-800-233-3935 
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BSE Overview 


Bovine Spongiform Encephalopathy (BSE), or “Mad Cow Disease” as it is more 
commonly called, is a fatal and transmissible animal disease that affects the central 
nervous system of adult cattle. The first diagnosis of BSE was made in Great Britain in 
1986. Cattle became infected after eating feed that contained a particular protein. The 
disease is most likely spread by feeding rendered parts of cattle infected with BSE to 
other cattle in the form of meat and bone meal. 


In 1997, the U. S. Food and Drug Administration prohibited the use of feed containing 
the proteins that cause BSE. On December 23, 2003, Secretary of Agriculture, Ann M. 
Veneman announced that there was a “presumptive positive” case for BSE in the United 
States. The next day, the Food Safety and Inspection Service (FSIS) initiated a Class II 
recall of 10,410 pounds of meat from the group of 20 animals slaughtered at the plant that 
day. Testing continued in the United Kingdom, where it was confirmed positive on 
December 25, 2003. 


On December 30, Secretary Veneman announced a number of safeguards to protect the 
public health and enhance protection against BSE, including the immediate banning of 
non-ambulatory disabled cattle from the human food supply. 


On January 8, the U.S. Department of Agriculture announced three rules and a Notice. 
The rules went into effect on January 12. The ban on slaughter of non-ambulatory 
disabled cattle took effect upon the Secretary’s announcement. 


Bovine Spongiform Encephalopathy Surveillance Program 

This notice announced that FSIS inspectors will no longer mark cattle tested for BSE as 
“inspected and passed” until confirmation is received by both FSIS and the plant that the 
cattle have, in fact, tested negative for BSE. 


Prohibition of the Use of Specified Risk Materials for Human Food 

This interim final rule declares that skull, brain, trigeminal ganglia, eyes, vertebral 
column, spinal cord and dorsal root ganglia of cattle 30 months of age or older and the 
distal ileum and tonsils of all cattle are specified risk materials and cannot be used in 
human food. Tonsils from all cattle were already prohibited. In this rule, FSIS is 
requiring federally inspected establishments that slaughter cattle to remove, segregate and 
dispose of these specified risk materials so that they cannot possibly enter the food chain. 
To ensure effective removal of the distal ileum, the establishment is required to remove 
the entire small intestine from all cattle. To facilitate the enforcement of this rule, FSIS 


has developed procedures for verifying the approximate age of cattle that are slaughtered 
in official establishments. State inspected plants must have equivalent procedures in place 
to prevent these specified risk materials from entering the food supply. 


Meat Produced by Advanced Meat/Bone Separation Machinery and Meat Recovery 
(AMR) Systems 

AMR is a technology that removes muscle tissue from the bone of beef carcasses under 
high pressure without incorporating bone material. AMR product can be labeled as 
“meat.” FSIS has previously established and enforced regulations that prohibit spinal 
cord from being included in products labeled as “meat.” This interim final rule prohibits 
dorsal root ganglia, clusters of nerve cells connected to the spinal cord along the vertebral 
column, in addition to spinal cord tissue. In addition, because the vertebral column and 
skull in cattle 30 months and older will be considered inedible, they cannot be used for 
AMR. 


Prohibition of the Use of Certain Stunning Devices Used to Immobilize Cattle 
During Slaughter 

To ensure that portions of the brain are not dislocated into the tissues of the carcass as a 
consequence of humanely stunning cattle during the slaughter process, this interim final 
rule bans the practice of air-injection stunning. 











Awareness Meeting 
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FSIS NOTICE 


AWARENESS MEETING REGARDING NEW REGULATIONS THAT PROHIBIT NON- 
AMBULATORY DISABLED CATTLE AND THE USE OF CERTAIN MATERIALS 
FROM CATTLE FOR HUMAN FOOD 


FSIS will issue three regulations and a notice in the Federal Register on January 12, 
2004, in response to the diagnosis by USDA of a positive case of BSE in an adult 
Holstein cow in the State of Washington. These regulations and the notice will 
minimize human exposure to materials that scientific studies have demonstrated as 
containing the BSE agent in cattle infected with the disease. 


The regulations prohibit the slaughter of non-ambulatory disabled cattle and identify 
a list of materials, including Specified Risk Materials (SRMs), that may present a risk for 
transmitting Bovine Spongiform Encephalopathy (BSE) and are now inedible: 


O For all cattle: 


e The tonsils are an SRM 
e The small intestine -- the distal ileum is the SRM 


O For cattle 30 months of age and older: 


e The head — skull, eyes, brain, and trigeminal ganglia are the SRMs 
e The vertebral column — spinal cord and dorsal root ganglia (DRG) are the 
SRMs 


Upon receipt of this FSIS notice, at establishments that slaughter cattle or 
establishments that process bone-in parts of cattle carcasses, inspection program 
personnel are to inform plant management through an awareness meeting about the 
new regulations and policies, inform them that the regulations are available on the FSIS 
website at http://www.fsis.usda.gov/oa/news/2004/bseregs.htm, provide them a copy of 
applicable checklists (see attachments), and inform them that as of Monday January 
12, 2004, regulatory requirements will be in effect that prohibit the slaughter of non- 
ambulatory disabled cattle and that require establishments to ensure the removal, 








DISTRIBUTION: jnspection Offices; | NOTICE EXPIRES: 2/01/05 OPI: OPPD 


T/A Inspectors; Plant Mgt; T/A Plant 
Mgt; TRA; ABB; TSC, Import Offices 


segregation, and disposition of SRMs. Inspection program personnel are to inform 


plant management that if an establishment slaughters non-ambulatory disabled cattle or 


fails to ensure the removal, segregation, and disposition of SRMs, inspection program 
personnel will take a regulatory control action as set out in 9 CFR 500.2(a)(3), 
conditions preclude FSIS from determining that product is not adulterated. 


At the first weekly scheduled PBIS meeting after receipt of this FSIS notice, 
inspection program personnel are to review the applicable checklist with the plant 
management to ensure that the establishment understands what is required under the 
new regulations. Because the new regulations and policies are for the most part food 
safety related for beef products, inspection program personnel also are to inform the 
establishment that it is to reassess its hazard analysis to determine what steps, if any, 
are necessary to ensure that its products are free of materials that present the risk of 
transmitting BSE infectivity. Also at this meeting, inspection program personnel are to 
inform plant management that by the time of the second weekly PBIS-scheduled 
meeting, inspection program personnel will begin to verify that the establishment has 
incorporated the appropriate procedures and controls into Hazard Analysis and Critical 
Control Point (HACCP) plans, Sanitation Standard Operating Procedures (Sanitation 
SOPs), or prerequisite programs as required by the new regulations. Inspection 
program personnel also are to inform plant management that if it does not address 
procedures and controls in its HACCP plans, Sanitation SOPs, or prerequisite 
programs, a Notice of Intended Enforcement Action will be issued. 


In a memorandum of interview, inspection program personnel are to document 
who was present at the initial awareness meeting, the date and time of the meeting, 
what was discussed, and any documents that were shared with management. 
Inspection program personnel are to maintain a copy of the memorandum in the official 
government file and provide a copy to the plant management. 


In the interim period prior to the second weekly scheduled PBIS meeting, while the 
establishment is reassessing the HACCP plan(s), if inspection program personnel 
identify noncompliance it will be documented as 06D01 using the “product based” trend 
indicator. 


At the second weekly scheduled PBIS meeting, inspection program personnel are to 
verify that the establishment has addressed, in writing, the necessary procedures and 
controls within the HACCP plan, Sanitation SOPs, or prerequisite program. 


After the second weekly scheduled PBIS meeting, inspection program personnel will 


verify that the requirements are being met utilizing the HACCP or the Sanitation SOPs 
procedure and document noncompliance accordingly. 


/s/ Philip S. Derfler 


Assistant Administrator 
Office Policy and Program Development 
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FSIS NOTICE 4-04 


Checklist for New Regulations Regarding Non-Ambulatory Disabled Cattle and 
Stunning 


Is the establishment aware: 


LO) that non-ambulatory disabled livestock, including cattle, are now defined in 9 CFR 
309.2(b) as livestock that cannot rise from a recumbent position or that cannot walk, 
including, but not limited to, those with broken appendages, severed tendons or 
ligaments, nerve paralysis, fractured vertebral column or metabolic conditions? 


O that the new regulations state that non-ambulatory disabled cattle are to be 
condemned and disposed of in accordance with 9 CFR 309.13? 


O that cattle, regardless of whether they are non-ambulatory disabled, can no 
longer be slaughtered under the emergency slaughter provisions of the regulations, in 
modified 9 CFR 311.27? 


O that captive bolt stunners that deliberately inject compressed air (air injection 
stunning) into the cranium at the end of the penetration cycle shall not be used to stun 
cattle (see 9 CFR 3313.15(b)(2)(ii))? 


0 that the heads from cattle 30 months of age or older are to be condemned unless 
the establishment can ensure that the stunning does not result in brain leakage onto the 
head? 


0 that cattle selected by APHIS for BSE Suriveillance testing that are not non- 
ambulatory disabled are slaughtered but will be held and are not “inspected and 
passed” until the results of the test are received and are negative? 


Has the establishment addressed: 


o What is being done to ensure that these cattle do not enter the 
establishment? 


o What is being done to ensure that these cattle are humanely handled and 
killed in a timely fashion, and removed from the premises to prevent insanitary 
conditions? 


Checklist for New Regulations Regarding Specified Risk Materials (SRMs) in 
Slaughter Operations 


Is the establishment aware: 





1] that the regulations at 9 CFR 310.22(a) designate the following materials as 
SRMs and prohibit their use for human food: 


(1) the brain, skull, eyes, trigeminal ganglia, spinal cord, vertebral column 
(excluding the vertebrae of the tail, the transverse processes of the thoracic and lumbar 
vertebrae, and the wings of the sacrum), and dorsal root ganglia (DRG) of cattle 30 
months of age and older, and 


(2) the tonsils and the distal ileum (distal ileum is a SRM, but to ensure 
effective removal of the distal ileum, the establishment is required to remove the entire 
small intestine from all cattle)? 


0 that if it does not segregate cattle 30 months of age and older from younger 
cattle it is to handle all cattle as if they were 30 months of age and older? 


0 that it is recommended if old and young cattle are slaughtered and intended to 
be segregated, that the young cattle are slaughtered before old cattle or that the 
equipment used on the cattle 30 months of age and older is sanitized and there is no 
cross-contamination of carcasses less than 30 months of age. 


Has the establishment addressed: 


o How it will ensure appropriate segregation and disposal of the small 
intestine and tonsils of all cattle? 


o How it will determine age of cattle, such as by records or dentition? 


o How it will segregate cattle 30 months of age and older from cattle 
younger than 30 months. 


o How it is removing, segregating, and disposing of SRMs to ensure that 
there is no cross-contamination with edible product? (NOTE: For example, the 
vertebral columns from cattle 30 months of age and older do not have to be removed 
during the slaughter operation. However, if they are not removed in the slaughter 
operation, procedures must be put in place to ensure that the vertebral columns are 
adequately identified as being from cattle 30 months of age and older and the 
documentation transfers with the vertebral columns until they are appropriately 
disposed of as inedible.) 
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Checklist for New Regulations Affecting Boning Operations for Bone-in Parts, 
Including Bones, of Cattle Carcasses 


Is the establishment aware: 


O that the new regulations (9 CFR 310.22) prohibit the use of the skulls and 
vertebral columns from cattle 30 months of age and older (except for the vertebrae of 
the tail, the transverse processes of the thoracic and lumbar vertebrae, and the wings 
of the sacrum)? (NOTE: Parts of carcasses 30 months of age and older can enter the 
boning operation, post-slaughter and post-chill, for the removal of the SRMs). 


0 that if it does not have documentation about the age of the cattle from which 
vertebral columns are derived, it is to handle all skulls and vertebral columns as if they 
were from cattle 30 months of age and older? 


0 that the traditional T-bone or porterhouse steaks and bone-in rib roasts can no 
longer come from cattle 30 months of age and older (i.e., a portion of the vertebral 
column bone defining these cuts of meat must now be removed, resulting in a semi- 
boneless cut of meat)? 


Has the establishment addressed: 


o How it receives documentation from the slaughter operation regarding the 
age of cattle from which the skulls and vertebral columns are derived? 


o Howit will segregate the skull and prohibited sections of the vertebral 
column from cattle 30 months of age and older (i.e., the bones that contain central 
nervous system-type tissues) from all other bones? 


Checklist for New Regulations Affecting Beef Used in Advanced Meat Recovery 
(AMR) Systems 


is the establishment aware: 


0 that the new regulations (9 CFR 318.24) prohibit the use of the skulls or 
vertebral columns (excluding the vertebrae of the tail, the transverse processes of the 
thoracic and lumbar vertebrae, and the wings of the sacrum bones) of cattle 30 months 
of age or older from use in an AMR system? 


O that the new regulations (9 CFR 318.24) prohibit product derived from AMR 
systems from the bones of cattle of any age from containing any central nervous 
system-type tissues (i.e., brain and trigeminal ganglia from the skull, or spinal cord and 
DRG from the vertebral column)? 


0 that the new regulations (9 CFR 319.5) prohibit the use of Mechanically 
Separated (Beef) and that these labels will be rescinded? 


0 that there are additional new non-food safety related regulatory requirements 
(9 CFR 318.24) related to the production of AMR for bone solids (calcium) and bone 
marrow (iron)? 


Has the establishment addressed: 


O how it segregates skulls and vertebral columns from cattle 30 months of 
age and older from skulls and vertebral columns from cattle younger than 30 months? 


O how it will prevent product derived from AMR systems from containing 
brain, trigeminal ganglia, spinal cord, or DRG? 
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UNITED STATES DEPARTMENT OF AGRICULTURE 


FOOD SAFETY AND INSPECTION SERVICE 
WASHINGTON, DC 


FSIS NOTICE pre | ame 


QUESTIONS AND ANSWERS FOR FSIS NOTICE 4-04 
REGARDING FSIS’s BSE REGULATIONS 





I. PURPOSE 


FSIS is issuing this notice as a supplement to FSIS 4-04, Awareness Meeting Regarding New 
Regulations That Prohibit Non-Ambulatory Disabled Cattle and The Use Of Certain Materials From 
Cattle For Human Food. This notice provides questions and answers regarding the instructions in FSIS 
Notice 4-04. No information in FSIS Notice 4-04 has change and these questions and answers serve as 
an attachment to that notice. However, under its administrative procedures, FSIS does not amend 
attachments to FSIS Notices; therefore, it is necessary to issue the questions and answers in this separate 
notice. 


II. QUESTIONS AND ANSWERS 

Question: FSIS Notice 4-04 explains that that the heads from cattle 30 months of age and older are to be 
condemned unless the establishment can ensure that the stunning does not result in brain leakage onto 
the head. Can the plant have written procedures in place to control or prevent contamination of edible 
portions with SRMs prior to washing? 

Answer: Yes 

Question: Does this written procedure apply to carcasses as well? 


Answer: Yes 


Question: If there is a control program in place and incidental contamination with SRMs (e.g. brain or 
spinal cord) occurs, can the product be reconditioned? 


Answer: Yes, incidental contamination with readily identifiable SRMs can be removed by knife 
trimming. 


Question: What is readily identifiable SRM contamination? 


Answer: Contamination with material grossly identifiable as brain material, spinal cord, or fluid from 
punctured eyes. 


http://www. fsis.usda.gov/OPPDE/rdad/FSISNotices/ 7-04.htm 1/16/2004 
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NOTE: Cerebral fluid and spinal fluid are not SRMs. 
Question: Can measures other than knife trimming be used to remove incidental SRM contamination? 


Answer: There may be other acceptable methods. The establishment must have a supported and 
validated method of SRM removal that meets the requirements of 9 CFR Part 417. 


Question: Who is responsible for the verification of these procedures? 


Answer: The offline inspection personnel will verify the implementation of the procedures. If online 
inspection personnel observe visible (readily identifiable) SRMs, they should stop the line or have the 
head or carcass railed out for reconditioning and call for verification of process control by the offline 
inspection personnel. 


NOTE: An establishment can choose to condemn heads that are contaminated with SRMs. 


/s/ Philip S. Derfler 


Assistant Administrator 
Office of Policy and Program Development 


DISTRIBUTION: Inspection Offices; | NOTICE EXPIRES: 2/01/05 OPI: OPPD 
T/A Inspectors; Plant Mgt; T/A Plant 


Mgt; TRA; ABB; TSC, Import Offices 





Go Top 


For Further Information Contact: 

Food Safety and Inspection Service 
Regulations and Directives Development Staff 
Telephone: 202-720-5627 

Fax: 202-690-0486 

E-mail: FSIS.Regulations@fsis.usda.gov 


FSIS is in the process of developing a mechanism for electronic 
submittal of comments via e-mail — stay posted. 





Send mail to webmaster_with questions or comments about this web site. 
Last modified: January 16, 2004 


http://www. fsis.usda.gov/OPPDE/rdad/FSISNotices/7-04.htm 1/16/2004 














SS cs —_— ee 





siti) beldszid mioisludmA-toW 


| Teaching Workshop 


Bovine Spongiform Encephalopathy (BSE) 


Non-ambulatory Disabled Cattle 


FSIS 


| Non-ambulatory Disabled Cattle 


« On January 12, 2004, FSIS issued an interim 
final rule that covered: 












a Requirements for the disposition of non- 
ambulatory disabled cattle. 


a As well as the prohibition of Specified Risk 
Materials (SRMs) in human food. 


Definition 


= Non-ambulatory disabled cattle are: 





a [Cattle] “that cannot rise from a recumbent 
position or cannot walk, including, but not limited 
to, those with broken appendages, severed 
tendons or ligaments, nerve paralysis, fractured 
vertebral column or metabolic conditions.” 





| BSE Risks 


# Surveillance data from European countries 
with BSE indicate that the cattle with a 
greater incidence of BSE are: 








a Dead cattle 
a Cattle that cannot rise from a recumbent position 


a Cattle that show clinical signs of a Central 
Nervous System (CNS) disorder 













BSE Risks 


= Testing 
a There is no sensitive and reliable test for BSE in 
live animals. 
a Post-mortem tests: 


= Can only indicate that cattle have the disease, at the 
earliest, two to three months before the onset of the 
Clinical disease. 


s May show negative for an animal which does have BSE. 





BSE Surveillance in Europe 


a Has also shown: 


a Clinical signs of BSE in non-ambulatory disabled 
cattle infected with BSE cannot always be 


differentiated from other conditions which may 
make the animal non-ambulatory disabled. 





| Non-ambulatory Disabled Cattle 


= Cannot be slaughtered 

















= Applies to: 
a Federally-inspected plants 
a State-inspected plants 

a Custom-exempt plants 

a Imports 







Non-ambulatory Disabled Cattle 


= Include: 
a Animals which became non-ambulatory disabied 
on the way to the slaughter plant. 
a Animals which became non-ambulatory disabled 
on the plant premises, such as when they are 
being unloaded from the truck. 





| Non-ambulatory Disabled Cattle 


a In rare cases: 













a Anormal, healthy animal sustains acute injury on 
the way to the knock box. The FSIS veterinarian 
can allow the animal to proceed to post-mortem. 






Cattle Prohibited from Slaughter 


» Before January 12, 2004: 
a Dead (other than from slaughter) 
a Dying 
a Showing clinical signs of Central Nervous System 
(CNS) disorders 


# Added on January 12, 2004: 
a Non-ambulatory disabled cattle 


ne GL Le ae 
Non-ambulatory Disabled Cattle 


a All non-ambulatory disabled cattle presented 
for slaughter will be condemned. 


a They cannot be taken into the plant for slaughter 
or be conveyed to any part of the plant used for 
edible products. 





Non-ambulatory Disabled Cattle 


» Plant must: 
a Humanely handle, euthanize, and remove them in 

a timely manner so that an insanitary condition 

does not arise. 












s FSIS inspection personnel will verify that 
plant properly disposes of them. 


| Emergency Slaughter 


= Cattle can no longer be slaughtered under 
the emergency slaughter provisions. 













a Includes ambulatory cattle, as well as non- 
ambulatory disabled. 






a Previously allowed under Code of Federai 
Regulations 311.27. 






| General FSIS Inspection Procedures 


« FSIS veterinarian: 
a Conducts ante-mortem inspection on all abnormal 
cattle presented for slaughter. 


a Condemns all non-ambulatory disabled cattle. 


a Condemns all cattle showing CNS symptoms, 
even if animal is ambulatory. 















«a Non-ambulatory disabled cattle cannot enter 
plant. 










| Removal for Other than Slaughter 


= Owner or plant can request that condemned 
cattle be set apart and held for treatment. 










a If livestock are removed for reasons other 
than slaughter, owner or plant must obtain 
permission from the local, State, or Federal 

livestock sanitary official having jurisdiction. 






| Residue Issues 


« Residue testing will continue as before on all 
cattle presented for slaughter. 









a FSIS is concerned about the use of anti- 
inflammatory agents to assist animals in 
remaining ambulatory. 

a FSIS will continue special projects for these 
compounds and incorporate them into the 
enforcement program as soon as possible. 


FSIS Guidance 










s FSIS is continuing to issue notices and to 
provide answers to questions about non- 
ambulatory disabled cattle and other 

requirements published on January 12, 2004. 





s We are attempting to answer all questions, 
whether at Teaching Workshops such as this, 
through the FSIS website, or through our 

Technical Service Center. 


Food Safety and inspection Service (FSIS) Requirements for 
Non-Ambulatory Disabled Cattle 


Previous Requirements Current Requirements 
Before January 12, 2004 Beginning January 12, 2004 
Situation: Situation: 















- No BSE positives had been found in the 
GES: 


¢ The first BSE positive for a cow in the 
U.S. was confirmed on December 25, 
2003. 
Entities Affected: 
¢ Federally-inspected plants 

e State-inspected plants 

¢« Custom-exempt plants 

Cattle Prohibited from Slaughter: 
¢ Dead or dying 

¢ Showing clinical signs of Central 

Nervous System (CNS) disorder 
¢ Non-ambulatory disabled cattle — 

[Cattle] “that cannot rise from a 

recumbent position or cannot walk, 

including, but not limited to, those with 
broken appendages, severed tendons or 
ligaments, nerve paralysis, fractured 
vertebral column or metabolic 
conditions.” 

—They are not allowed to enter the plant. 
(Interim final rule and request for comments 
was published January 12, 2004. A notice 
has also been published.) 
“Kmergency Slaughter” 
No longer allowed, even for ambulatory 
cattle. 

(11 Code of Federal Regulations 311.27 
amended. Notice 4-04) 



























Entities Affected: 
¢ Federally-inspected plants 
- State-inspected plants 


























Cattle Prohibited from Slaughter: 
¢ Dead or dying 

¢« Showing clinical signs of Central Nervous 
System (CNS) disorder 








Note: All seriously crippled cattle and cattle 
commonly termed “downers” presented for 

slaughter were identified as “U.S. Suspects.” 
(9 Code of Federal Regulations 309.2(b)) 


















“Emergency Slaughter” 
Injured livestock could be slaughtered for 
humane reasons at hours when ante-mortem 
inspection was not available, provided carcass 
and parts were kept for inspection. 
(11 Code of Federal Regulations 311.27) 
Humane Slaughter Act: Humane Slaughter Act: 
Permission for removal of cattle for Permission for removal of cattle for 
reasons other than slaughter: reasons other than slaughter: 
¢ If livestock were removed for other than If livestock are removed for other than 
slaughter, plant or owner must obtain slaughter, plant or owner must obtain 
permission from local, State, or Federal permission from local, State, or Federal 
livestock sanitary official having livestock sanitary official having 
jurisdiction. (9 Code of Federal jurisdiction. (9 Code of Federal Regulations 














Regulations 309.13(d)) 


General Inspection Procedures: 

Certain Non-ambulatory Disabled Cattle were 

allowed to be slaughtered. 

- AnFSIS veterinarian had to inspect non- 
ambulatory cattle before slaughter (ante- 
mortem inspection) and had three options: 
1. Hold the animal for further 

observation. 

2. Pass the animal for immediate 
slaughter as a U.S. Suspect animal. 

3. Condemn the animal. Animals could 
not be slaughtered and enter the 
human food chain if they were: 

« Dead or dying, 
¢ Showed signs of Central Nervous 
System (CNS) disorders. 
(9 Code of Federal Regulations 309.2(b)) 


Cattle that showed symptoms of Central 
Nervous System (CNS) disorders were 
condemned and humanely killed. FSIS 
veterinarians were instructed to: 

¢ Document all animal identification and 
ensure that it remained with the carcass 
(in case the animal would need to be 
traced back to its producer). 

¢ Notify the Animal and Plant Health 
Inspection Service (APHIS). An APHIS 
veterinarian would collect a sample of the 
brain tissue and submit it to the National 
Veterinary Services Laboratory. 

¢« Document the time, date and person 
notified in APHIS. 

« Assist APHIS in arrangements at the plant 
to collect the sample, so that the animal’s 
disorder could be identified. 

- If APHIS was not immediately available, 
save the head, with brain intact, and chill 
(not freeze), so that samples would be 
available for APHIS. 

¢ Ensure that regulations were followed in 
disposing of the condemned carcass. 

e Ensure that humane slaughter procedures 
were followed. (FSIS Directive 6900.1, 
Revision 1, 11-2-98) 


309.13(d)) 
General Inspection Procedures: 


Non-ambulatory disabled cattle are not 
allowed to enter any Federal, State, or 
custom-exempt facility. Procedures for 
disposing of the animal must be in place. 


(Interim final rule and request for comments 
was published January 12, 2004). 


FSIS veterinarian: 


Conducts ante-mortem inspection on all 
non-ambulatory disabled cattle presented 
for slaughter. 

Marks them “U.S. condemned.” 
Condemns all cattle showing CNS 
symptoms, even if animal is ambulatory. 
Cattle condemned upon ante-mortem 
cannot enter plant. 

If non-ambulatory or condemned for 
CNS symptoms, and there is reason to 
believe they are 20 months or older, 
inform APHIS Area Veterinarian-in- 
Charge (AVIC) to allow APHIS 
opportunity to collect BSE surveillance 
samples. 

If a sample is collected, ensure all 
animal identification is maintained. 
Also, maintain control of the animal 
until plant documents how it will be 
properly disposed of. 

If AVIC notifies FSIS Veterinarian that 
it is not possible to go to the plant, 
maintain control of the animal until the 
plant documents proper disposal. 

Ensure that humane slaughter procedures 
are followed. (FSIS Directive 6900.1, 
Revision 1, 11-2-98) 

Verify disposal of carcass. Can inform 
plant management that lined landfills are 
acceptable for disposal. 


(Interim final rule and request for comments 
was published January 12, 2004. A notice 
has also been published.) 


At request of owner or operator, 
condemned cattle can be set apart and 

















































Testing Requirements: 


Carcass disposal: 


The Animal and Plant Health Inspection 
Service (APHIS) randomly tested for BSE 
in cattle that appeared healthy 
(surveillance). 

Meat from the tested healthy animals 
could be shipped into commerce before 
the test results were confirmed. 


APHIS also tested for BSE in non-ambulatory 


disabled cattle identified by FSIS 
veterinarians. 


Plants were responsible for the disposal of 
carcasses of condemned cattle. 





Testing Requirements: 


held for treatment, under supervision of 
FSIS employee or designee of District 
Manager. 

If an animal is released for purposes 
other than slaughter, owner or operator 
must first obtain permission from local, 
State, or Federal livestock sanitary 
official having jurisdiction. 

In rare cases, a normal, healthy animal 
sustains acute injury on the way to the 
knock box. FSIS veterinarian can allow 
the animal to proceed to postmortem. 








The Animal and Plant Health Inspection 
Service (APHIS) randomly tests for BSE 
in cattle that appear healthy 
(surveillance). 

Meat from tested cattle that appear 
healthy will be held until the tests are 
confirmed negative. 

APHIS will continue BSE surveillance 
and testing at an increased rate. 


(Interim final rule and request for comments 
was published January 12, 2004. A notice 


has also been published.) 
Carcass disposal: 





Non-ambulatory disabled cattle will not 
be allowed to enter a plant. 

FSIS will verify that plants properly 
dispose of condemned livestock. 
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Requirements for the Disposition of Non-Ambulatory Disabled Cattle. 









New Regulatory Language 
PART 309—ANTE-MORTEM INSPECTION 






Aud MORTIYS 2 1iW2S;@8601-695; 7 CFR 2.17, 
255? 









2. Paragraph (b) of section 309.2 is revised to read 
as follows: 

§ 309.2 Livestock suspected of being diseased or 
affected with certain conditions; identifying 
suspects; disposition on post-mortem inspection or 


otherwise. 
* Kk KK OK 
















Non-ambulatory disabled cattle are not 
allowed to enter the slaughter 
establishment and must be humanely 
handled and killed by the establishment. 
FSIS will record such cattle as 
“condemned” and ensure that the carcass 
is appropriately treated so that it doesn’t 
get into the human food chain. The 
condemned cattle must be disposed of in a 
timely manner so that an insanitary 
condition does not arise. 


(b) All seriously crippled animals and non- 
ambulatory disabled livestock shall be identified as 
U.S. Suspects and disposed of as provided in § 
311.1 of this subchapter unless they are required to 
be classed as condemned under § 309.3. Non- 
ambulatory disabled livestock are livestock that 
cannot rise from a recumbent position or that 
cannot walk, including, but not limited to, those 
with broken appendages, severed tendons or 
ligaments, nerve paralysis, fractured vertebral 


column, or metabolic conditions. 
* KK Kk Ok 













3. Section 309.3 is revised by adding a new 
paragraph (e) to read as follows: 

* * KK *K 
(e) Non-ambulatory disabled cattle shall be 
condemned and disposed of in accordance with § 
309.13, 
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Prohibition of the Use of Certain Stunning Devices Used to Immobilize Cattle 
During Slaughter 





New Regulatory Language 

PART 310—POST-MORTEM INSPECTION 

1. The authority citation for part 310 continues to 

read as follows: 

AUTHORITY: 21 U.S.C. 601-695; 7 CFR 2.18, 

e3: 

2. Section 310.13 1s amended as follows: Air-injection stunning of cattle is no longer 
Paragraph (a)(2)(iv)(C) is revised by adding the allowed. 

phrase “of all livestock except cattle” after “into 

the skull” and before “in conjunction with”. 


New Regulatory Language What it means 


PART 313 -- HUMANE SLAUGHTER OF 

LIVESTOCK 

3. The authority citation for part 313 continues to 

read as follows: 

AUTHORITY: 7 U.S.C. 1901-1906; 21 U.S.C. 
601-69555/,CER 2.1:7, 2.55. 

2. Section 313.15 is amended as follows: 

Paragraph (b)(2) is revised by adding the words Air-injection stunning of cattle is no longer 
“and prohibitions” after the words “Special allowed. 
requirements” and before the period, by inserting 

an (i) before the words “Choice of instrument”, 

and by adding a new paragraph (11) to read as 

follows: 

(ii) “Captive bolt stunners that deliberately inject 

compressed air into the cranium at the end of the 

penetration cycle shall not be used to stun cattle.” 
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Meat Produced by Advanced Meat/Bone Separation Machinery and Meat Recovery 
(AMR) Systems 














New Regulato Language 
PART 301-TERMINOLOGY 
1. The authority citation for part 301 
continues to read as follows: 
Authority: 7 U.S.C. 450, 1901-1906; 21 U.S.C. 
601-695; 7 CFR 2.18, 2.53. 
2 In § 301.2, the definition of “Meat” 
is revised to read as follows: 
§301.2 Definitions. 
* * 


* * * 


What it means 












Meat. (1) The part of the muscle of any cattle, 
sheep, swine, or goats which is skeletal or which is 
found in the tongue, diaphragm, heart, or 
esophagus, with or without the accompanying and 
overlying fat, and the portions of bone (in bone-in 
product such as T-bone or porterhouse steak), skin, 
sinew, nerve, and blood vessels which normally 
accompany the muscle tissue and that are not 
separated from it in the process of dressing. As 
applied to products of equines, this term has a 
comparable meaning. 

(a) Meat does not include the muscle found in the 
lips, snout, or ears. 

(b) Meat may not include significant portions of 
bone, including hard bone and related components, 
such as bone marrow, or any amount of brain, 
trigeminal ganglia, spinal cord, or dorsal root 
ganglia (DRG). 








































“Meat” derived from Advanced Meat 
Recovery (AMS) systems can be labeled as 
“meat” if it does not violate criteria for 
CNS-type tissue, bone solids, or bone 
marrow. 







New Regulatory Language What it means 
PART 318-ENTRY INTO OFFICIAL 
ESTABLISHMENTS; REINSPECTION AND 
PREPARATION OF PRODUCTS 

3. The authority citation for part 318 

continues to read as follows: 

Authority: 7 U.S.C. 138f, 450, 1901-1906; 21 
U.S.C. 601-695; 7 CFR 2.7, 2.18, and 2.53. 


4. Section 318.24 is revised to read as 



















follows: 
Product prepared using advanced meat/bone 
separation machinery; process control. 

(a) General. Meat, as defined 
in § 301.2 of this 
subchapter, may be derived 
by mechanically separating 
skeletal muscle tissue from 
the bones of livestock, other 
than skulls or vertebral 
column bones of cattle 30 You can no longer use the skull or certain 
months of age and older as__| portions of the vertebral column from cattle 
provided in § 310.22 of this | 30 months of age and older in AMR 
sub-chapter, using advances | systems. 
in mechanical meat/bone 
separation machinery (i.e., 
AMR systems) that, in 
accordance with this 
section, recover meat (1) 
without significant 
incorporation of bone solids 
or bone marrow as 
measured by the presence of 
calcium and iron in excess 
of the requirements in this 
section, and (2) without the 





' The excessive iron (ExcFe) measurement for an analyzed sample is equal 
to the obtained iron (Fe) result expressed in mg/100g measured and 
rounded to the nearest 100°° or more for that sample, minus the product 
Of three facters: i) the iron jtoyproteinicatao, (PPR) etactoumassociated 
with corresponding hand-deboned product; 2) the obtained protein (P) 
iaseiilie (C)) bene Telsehe Semlolkes eliach S)) 2 COmsiceine Tacicoie OF I. iO. Im 
formula, thas can be written as: EP xche — emrhes = lPRe er Oise. Ti cmelaeeOl 
where ExcFe represents the excess iron, expressed in units of mg/100g; 
mFe represents the measured level of iron (Fe, mg/100g), IPR is the 
iron to protein ratio for the appropriate hand-deboned product, and 
“Protein” is the measured level of protein rounded to the nearest 100 
and expressed as a percentage of the total weight of the sample. In 
lieu of data demonstrating otherwise, the values of IPR to be used in 
the above formula are as follows: For beef products the value of IPR 
is equal to 0.104, except for any combination of bones that include any 
beef neckbone product, for which the value of 0.138 is to be used; for 
pork product, the IPR value is 0.052. Other IPR values can be used 
provided that the operator of an establishment has verified and 
documented the ratio of iron content to protein content in the skeletal ” 
muscle tissue attached to bones prior to their entering the AMR 

system, based on analyses of hand-deboned samples, and the documented 
value is to be substituted for the IPR value (as applicable) in the 
above formula with respect to product that the establishment 
mechanically separates from those bones. 


presence of any brain, 
trigeminal ganglia, spinal 
cord, or dorsal root ganglia 
(DRG). 
Process control. Asa 
prerequisite to labeling or 
using product as meat 
derived by the mechanical 
separation of skeletal 
muscle tissue from livestock 
bones, the operator of an 
establishment must develop, 
implement, and maintain A written program is required. If you 
procedures that ensure that | process bones from cattle, the program must 
the establishment’s be a part of the HACCP plan, Sanitation 
production process is in SOP, or prerequisite program. 
control. 
(1) The production 
process is not in 
control if the 
skulls entering the 
AMR system 
contain any brain 


or trigeminal 
ganglia tissue, if 
the vertebral 
column bones 


entering the AMR 
system contain any 
spinal cord, if the 
recovered product 
fails otherwise 
under any 
provision of 
paragraph (c)(1), if 
the product is not 
properly labeled 
under the 
provisions of 
paragraph (c)(2), 
or if the spent bone 
materials are not 
properly handled 
under the 
provisions of 


paragraph (c)(3) of 





this section. 

The establishment 
must document its 
production process 
controls in writing. 
The program must 
be designed to 
ensure the on- 
going 
effectiveness of 
the process 
controls. If the 
establishment 
processes cattle, 
the program must 
be in its HACCP 
plan, its Sanitation 
SOP, or other 
prerequisite 
program. The 
program shall 
describe the on- 
going verification 
activities that will 
be performed, 
including the 
observation of the 
bones entering the 
AMR system for 
brain, trigeminal 
ganglia, and spinal 
cord; the testing of 
the product exiting 
the AMR system 
for bone solids, 
bone marrow, 
spinal cord, and 
DRG as prescribed 
in paragraph (c)(1) 
of this section; the 
use of the product 
and spent bone 
materials exiting 
the AMR system; 
and the frequency 
with which these 


If you use the skull or bone from the 
vertebral column, you must document when 
and how often you will observe the bones to 
ensure that they do not have brain, 
trigeminal ganglia, or spinal cord. 


If you use the skull or bone from the 
vertebral column, you must document when 
and how often you will test the recovered 
product for spinal cord and DRG. 








(c) 





activities will be 
performed. 

(3) The establishment 
shall maintain 
records on a daily 
basis sufficient to 
document the 
implementation 
and verification of 
its production 
process. 

(4) The establishment 
shall make 
available to 
inspection 
program personnel 
the documentation 
described in 
paragraphs (b)(2) 
and (b)(3) of this 
section and any 
other data 
generated using 
these procedures. 

Noncomplying product (1) 
Notwithstanding any other 
provision of this section, 
product that is recovered 
using advanced meat/bone 
separation machinery is not 
meat under any one or more 
of the following 
circumstances: 
(i) Bone solids. The 
product’s calcium 
content, measured by 
individual samples 
and rounded to the 
nearest vies is more 
than 130.0 mg per 
100 g. 
(ti) Bone marrow. 
The product’s added 
iron content, 
measured by 
duplicate analyses 















































You must test the recovered product for 

bone solid content (excess calcium), bone 
marrow content (excess iron), spinal cord, 
and DRG. 












on individual 
samples and rounded 
to the nearest 10% iS 
more than 3.5 mg 
per 100 on 

(iii) Brain or 
trigeminal ganglia. 
Skulls that enter the 
AMR system have 
tissues of brain or 
trigeminal ganglia. 
(iv) Spinal cord. 
Vertebral column 
bones that enter the 
AMR system have 
tissues of spinal 
cord, or the product 
that exits the AMR 
system contains 
spinal cord. 

(v) DRG. The 
product that exits the 
AMR system 
contains DRG. 

If product that may 
not be labeled or 
used as “meat” under 
this section meets 
the requirements of § 
319.5 of this 
subchapter, it may 
bear the name 
“Mechanically 
Separated (Species)” 
except as follows: 
(i) If skulls or 
vertebral column 
bones of cattle 
younger than 30 
months of age that 
enter the AMR 
system have tissues 
of brain, trigeminal 
ganglia, or spinal 
cord, the product 
that exits the AMR 


You cannot label recovered product from 
beef that contain brain, trigeminal ganglia, 
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spinal cord, or DRG as “meat,” “meat food 
product,” or “Mechanically Separated 
(Beef)),” and such product must be 
designated for edible use (e.g., rendering) 












system shall not be 
used as an ingredient 
of a meat food 
product. 
(i) If product that 
exits the AMR 
system contains 
spinal cord or DRG 
from bones of cattle 
younger than 30 
months of age, it 
shall not be used as 
an ingredient of a 
meat food product. 
(iii) If product 
derived from any 
bones of cattle of 
any age does not 
comply with (c)(1)(i) 
or (ii), it may bear a 
common or usual 
name that is not false 
or misleading, 
except that the 
product may not bear 
the name 
“Mechanically 
Separated (Beef).” 
(3) Spent skulls or vertebral column bone 
materials from cattle younger than 30 months of 
age that exit the AMR system shall not be used as 
an ingredient of a meat food product. 





































New Regulatory Language What it means 


PART 320-RECORDS, REGISTRATION AND 
REPORTING 
5. The authority citation for part 320 
continues to read as follows: 
Authority: 21 U.S.C. 601-695; 7 CFR 2.7, 2.18, 
and 2.53. 

6. Section 320.1, paragraph (b)(10), is 
amended by removing “of calctum 
content in meat derived from” and 
adding, in its place, “documenting 
the development, implementation, 










and maintenance of procedures for 
the control of the production process 


using.” 





Regulatory Changes 


NOTE: The interim final rule which includes the preamble and 
these changes follows this section. 


Prohibition of the Use of Specified Risk Materials for Human Food 
And Requirements for the Disposition of Non-Ambulatory Disabled Cattle 


List of Subjects 
JeCeRaratcesUo 

Ante-mortem inspection, Disposition of carcasses. 
JeCrRerare sLU 

Post-mortem inspection, Disposition of carcasses. 
SSCEREParc sd | 

Post-mortem inspection, Disposition of carcasses. 
SPCER Part) 318 


Entry into official establishments, reinspection and preparation of 
products. 


JOCERe bart 319 
Food grades and standards, Food labeling, Meat inspection. 


0 
For the reasons discussed in the preamble, FSIS is amending 9 CFR 
Chapter III as follows: 


PART 309--ANTE-MORTEM INSPECTION 


0 
1. The authority citation for part 309 continues to read as follows: 


PUPROLLE Ve class acs OU O90, CERI 21722 goo. 


0 
2. Paragraph (b) of Sec. 309.2 is revised to read as follows: 


Sec. 309.2 Livestock suspected of being diseased or affected with 
certain conditions; identifying suspects; disposition on post-mortem 
inspection or otherwise. 


ee KOK. I 

(b) All seriously crippled animals and non-ambulatory disabled 
livestock shall be identified as U.S. Suspects and disposed of as 
provided in Sec. 311.1 of this subchapter unless they are required to 
be classed as condemned under Sec. 309.3. Non-ambulatory disabled 
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livestock are livestock that cannot rise from a recumbent position or 
that cannot walk, including, but not limited to, those with broken 
appendages, severed tendons or ligaments, nerve paralysis, fractured 


vertebral column, or metabolic conditions: 
Ko eke 


0 
3. Section 309.3 is revised by adding a new paragraph (e) to read as 
follows: 


Sec. 309.3 Dead, dying, disabled, or diseased and similar livestock. 


KM MT 


(e) Non-ambulatory disabled cattle shall be condemned and disposed 
oreaneaccordance withtSecs. 309.13. 


PART 310--POST-MORTEM INSPECTION 


0 
4. The authority citation for part 310 continues to read as follows: 


AULHOLLe year SUC. 001-6955 7 CERI261 8.02.53. 


0 
5. A new Sec. 310.22 is added to read as follows: 


Sec. 310.22 Specified risk materials from cattle and their handling 
and disposition. 


(a) The following materials from cattle are specified risk 
materials: 

(1) The brain, skull, eyes, trigeminal ganglia, spinal cord, 
vertebral column (excluding the vertebrae of the tail, the transverse 
processes of the thoracic and lumbar vertebrae, and the wings of the 
Sacrum), and dorsal root ganglia of cattle 30 months of age and older; 

(feline, CONS Is Of all cattle;vand 

(3) The distal ileum of all cattle. To ensure effective removal of 
the distal ileum, the establishment shall remove the entire small 
intestine, and shall dispose of it in accordance with Sec. Sec. 314.1 
Or Slides tof this subchapter. 

(b) Specified risk materials are inedible and shall not be used for 
human food. 

(c) Specified risk materials shall be disposed of in accordance 
Wiciesecsmoec., J14,1 01 31455, 0f this subchapter. 

(d) Procedures for the removal, segregation, and disposition of 
specified risk materials. 

(1) Establishments that slaughter cattle and establishments that 
process the carcasses or parts of cattle shall develop, implement, and 
Maintain written procedures for the removal, segregation, and 
disposition of specified risk materials. The establishment shall 
incorporate such procedures into its HACCP plan or in its Sanitation 
SOP or other prerequisite program. 

(2) Establishments that slaughter cattle and establishments that 
process the carcasses or parts of cattle must take appropriate 
corrective action when either the establishment or FSIS determines that 
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the establishment's procedures for the removal, segregation, and 
disposition of specified risk materials, or the implementation or 
maintenance of such procedures, have failed to ensure that such 
materials are adequately and effectively removed from the carcass of 
cattle, segregated from edible materials, and disposed of in accordance 
with paragraph (c) of this section. 

(3) Establishments that slaughter cattle and establishments that 
process the carcasses or parts of cattle shall routinely evaluate the 
effectiveness of their procedures for the removal, segregation, and 
disposition of specified 


[{Page’ 1874] ] 


risk materials in preventing the use of these materials for human food 
and shall revise the procedures as necessary whenever any changes occur 
that could affect the removal, segregation, and disposition of 
specified risk materials. 

(4) Recordkeeping requirements. (i) Establishments that slaughter 
cattle and establishments that process the carcasses or parts of cattle 
shall maintain daily records sufficient to document the implementation 
and monitoring of the procedures for the removal, segregation, and 
disposition of the materials listed in paragraph (a) of this section, 
and any corrective actions taken. 

(ii) Records required by this section may be maintained on 
computers provided that the establishment implements appropriate 
controls to ensure the integrity of the electronic data. 

(iii) Records required by this section shall be retained for at 
least one year and shall be accessible to FSIS. All such records shall 
be maintained at the official establishment 48 hours following 
completion, after which they may be maintained off-site provided such 
records can be made available to FSIS within 24 hours of request. 

(e) The materials listed in paragraph (a) (1) of this section will 
be deemed to be from cattle 30 months of age and older unless the 
establishment can demonstrate that the materials are from an animal 
that was younger than 30 months of age at the time of slaughter. 


PART 311--DISPOSAL OF DISEASED OR OTHERWISE ADULTERATED CARCASSES 
AND PARTS 


0 
6.— the authority citation for part 311] continues to read as follows: 
AULNCEELY Ss cleUso. Cu O0L-—695; (/ CFR 2.17; 2.55. 


SCC Za [Amended] 


. Section 311.27 is amended as follows: 


(Sy) 3 @) 


Spebymiiserting , Of alle livestock except for cattle!" in the first 
sentence after ~*the carcass and all parts'" and before ~*shall be kept 
POLmiispect.on. “. 

0 

b. By adding the following new sentence at the end of the paragraph: 
Sethe parts and carcasses Of cattle slaughtered in the absence of an 
inspector shall not be used for human food.'' 
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[Federal Register: January 12, 2004 (Volume 69, Number 7) ] 

[Rules and Regulations] 

[Page 1861-1874] 
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[DOCID: fr12j3a04-25] 


[[Page 1861] ] 


Department of Agriculture 


Food Safety and Inspection Service 


ORCHRerarckes On SOS7 Chaat 


Prohibition of the Use of Specified Risk Materials for Human Food and 
Requirements for the Disposition of Non-Ambulatory Disabled Cattle; 
Meat Produced by Advanced Meat/Bone Separation Machinery and Meat 
Recovery (AMR) Systems; Prohibition of the Use of Certain Stunning 
Devices Used To Immobilize Cattle During Slaughter; Bovine Spongiform 
Encephalopathy Surveillance Program; Interim Final Rules and Notice 


[ [Page 1862] ] 


DEPARTMENT OF AGRICULTURE 
Food Safety and Inspection Service 


OFC RMParicws OSes Slop Sil) 318, and 319 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-0251F .htm 1/12/2004 
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[Docket No. 03-025IF] 


Prohibition of the Use of Specified Risk Materials for Human Food 
and Requirements for the Disposition of Non-Ambulatory Disabled Cattle 


AGENCY: Food Safety and Inspection Service, USDA. 


ACTION: Interim final rule and request for comments. 


SUMMARY: The Food Safety and Inspection Service (FSIS) is amending the 
Federal meat inspection regulations to designate the brain, skull, 
eyes, trigeminal ganglia, spinal” cord, vertebral.column (excluding the 
vertebrae of the tail, the transverse processes of the thoracic and 
lumbar vertebrae, and the wings of the sacrum), and dorsal root ganglia 
(DRG) of cattle 30 months of age and older, and the tonsils and distal 
ileum of the small intestine of all cattle, as ~*specified risk 
materials'" (SRMs). The Agency is declaring that SRMs are inedible and 
Prohibiting their use for human’ tood:r in addition,” FSIS is requiring 
that all non-ambulatory disabled cattle presented for slaughter be 
condemned. The Agency is requiring that federally-inspected 
establishments that slaughter cattle and federally-inspected 
establishments that process the carcasses or parts of cattle develop, 
implement, and maintain written procedures for the removal, 
segregation, and disposition of SRMs. Establishments must incorporate 
these procedures into their HACCP plans or in their Sanitation SOPs or 
Other prerequisite program. FSIS 125 taking this action im response to 
the diagnosis on December 23, 2003, by the U.S. Department of 
Agriculture of a positive case of bovine spongiform encephalopathy 
(BSE) in an adult Holstein cow in the State of Washington. This action 
will minimize human exposure to materials that scientific studies have 
demonstrated as containing the BSE agent in cattle infected with the 
disease. Infectivity has never been demonstrated in the muscle tissue 
of cattle experimentally or naturally infected with BSE at any stage of 
the disease. 


DATES: This interim final rule is effective January 12, 2004. Comments 
on this interim final rule must be recéived by April 12, 2004. 


ADDRESSES: Submit written comments to: FSIS Docket Clerk, Docket 
OS=0251F- Room 102, “Cotton Annex, S00 T2thwand -C Street, “Swu, 
Wasnomgton, "DC "20250-3700 "Reference materials “cited in ths document 
and any comments received will be available for public inspection in 
the FSisS "Docket “Room from 8f30 avm: to.47S0 p.m., Monday through 
Friday. Reference materials that are not copyrighted will also be 


available on the FSIS Web site at http: //http://www.fsis.usda.gov. 


FOR FURTHER INFORMATION CONTACT: Daniel L. Engeljohn, Ph.D., Executive 
Associate, Policy Analysis and Formulation, Office of Policy and 
Program Development, Food Safety and Inspection Service, U.S. 
Department of Agriculture, Washington, DC 20250-3700; (202)205-0495. 


SUPPLEMENTARY INFORMATION: 


http://www. fsis.usda.gov/OPPDE/rdad/FR Pubs/03-025IF .htm 1/12/2004 
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Background 


Under the Federal Meat Inspection Act (FMIA) (21 U.S.C. 601 et 
seq.), FSIS issues regulations governing the production of meat and 
meat food products prepared for distribution in commerce. The 
regulations, along with FSIS inspection programs, are designed to 
ensure that meat and meat food products are safe, wholesome, 
unadulterated, and properly marked, labeled, and packaged. The FMIA 
prohibits anyone from selling, transporting, offering for sale or 
transportation, or receiving for transportation in commerce, any 
adulterated or misbranded meat or meat food product (21 U.S.C. 610). 

Under the FMIA, a meat food product is adulterated if, among other 
circumstances, it bears or contains any poisonous or deleterious 
Substances that may ywrender it) injurdvous to, health (21. U.S.C. 60L(m) (aj) 
or if it is for any reason unsound, unhealthful, unwholesome, or unfit 
fom humam wood 421) U.S.C... G01i«m)i{3))) . TheyEMLA. requires that FSIS 
inspect the carcasses, parts of carcasses, and. meat food products of 
all cattle, sheep, swine, goats, horses, mules, or other equines that 
are capable for use as human food to ensure that such articles are not 


adulperated (21.0 .5.C..604, 6O06).,Df, the carcasses, parts of carcasses, 
and meat food products are found, upon inspection, to be not 
adulterated, F315 marks. them as. Inspected and, passed''.\(21- U.S.C. 


604, 606, 607). The FMIA gives FSIS broad authority to promulgate such 
rules and regulations as are necessary to carry out the provisions of 
elie Ayer (eNO Ses agar. 

As discussed in greater detail below, infectivity has been 
cont Mmediamn, the brain, trigeminal qangliia,) tonsils, spinal. cond, DRG, 
and distal ileum of the small intestine of cattle experimentally 
infected with BSE, and in the brain, spinal cord, and eyes of cattle 
infected with BSE under field conditions. Data on the age distribution 
of clinical cases)of BSE in the field, reported in. the, United Kingdom 
indicate that clinical BSE disease has rarely been reported in cattle 
younger than 30 months of age. 

In cattle experimentally infected with BSE, infectivity has been 
confirmed in the distal ileum at various stages of the disease process 
and as early as 6 months after oral exposure to the BSE agent. The 
tonsils of experimentally infected cattle have demonstrated apparently 
weak infectivity as early as 10 months after oral exposure to the BSE 
agent. The other tissues in which BSE infectivity has been confirmed 
have demonstrated infectivity at the end stages of disease, which, in 
experimentally infected cattle, was 32 months after exposure to the BSE 
agent and later. The brain, trigeminal ganglia, tonsils, DRG, and 
distal ileum are materials of experimentally infected cattle in which 
infectivity has been confirmed before the onset of clinical disease. 

Based ony.these findings, FSIS has .concludedwthat the brain, .skull, 
eyes, trigeminal ganglia, spinal cord, vertebral column (excluding the 
vertebrae of the tail, the transverse processes of the thoracic and 
lumbar vertebrae, and the wings of the sacrum), and DRG of cattle 30 
months of age and older, and the tonsils and distal ileum of the small 
intestane of all cattle ane unfit fior human food under section i1(m) (3) 
OG, thes FMIAy (210..8:.:C 601(m))(3)) . Thenefore,, FSIS 11s. designating these 
materials as SRMs, declaring that they are inedible and, pursuant to 
mos wamonoraty sto promulgate jrequlations, necessary, to carry, out, the 
revisions Ofathe EMIA, prohibiting their ruse itor jhuman, food. 

Because there are currently no restrictions on the incorporation of 
spinal cord and DRG into MS(Beef) meat food product, such product may 
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contain concentrated amounts of these high-risk tissues. Ther::fore FUTS 
has concluded that, like the SRMs described above, MS(Beef) is uu7it 
fOr Miman food under section Lim) (3) .of the FMIA (21 U.S.C. 601 (m).(3))- 

As discussed in detail below, surveillance data from European 
countries in which BSE has been detected indicate that non-ambulatory 
cattle are among the animals that have a greater incidence of BSE than 
ether Cattle. Surveillance data also indicate that clinical signs of 
BSE cannot always be observed in non-ambulatory cattle. Furthermore, 
due to limitations in the testing methods for BSE that are available 
today, certain tissues of cattle 


[ [Page 1863] ] 


infected with BSE may contain BSE infectivity even though the 
diagnostic test does not indicate that the animal has the disease. For 
the reasons presented above, FSIS believes that non-ambulatory disabled 
cattle present a risk of introducing the BSE agent into the human food 
supply. Therefore, FSIS has determined that the carcasses of non- 
ambulatory disabled cattle are unfit for human food under section 

l(m) (3) of the FMIA and that all non-ambulatory disabled cattle that 
are presented for slaughter should be condemned. 

By declaring SRMs and MS(Beef) inedible and prohibiting their use 
for human food, and by condemning all non-ambulatory disabled cattle, 
FSIS will ensure that materials that could present a significant risk 
to human health, but whose infectivity status cannot be readily 
ascertained, are excluded from the human food supply. 

Because BSE was recently confirmed in a cow in the United States, 
FSIS has determined that the SRMs identified in this document are unfit 
for human food. Thus, the status of most of these materials has changed 
from edible to inedible. Such a change is likely to affect the 
underlying hazard analysis that must be conducted as prescribed by 9 
Crhaa/ 41a) (3). Iheretore, in response to thas change, FSIS.expects 
that establishments that slaughter cattle and establishments that 
process the carcasses or parts of cattle will reassess their HACCP 
Dians in accordance with, 9. CFR. 417.4{a) (3). to address. SRMs.. 


BSE and Variant Creutzfeldt-Jakob Disease 


BSE is a progressive degenerative disease that affects the central 
mervous system (CNS) of adult, cattle... BSE.belongs to, the family of 
diseases known as transmissible spongiform encephalopathies (TSEs), 
which include, among other diseases, scrapie in sheep and goats, 
chronic wasting disease (CWD) in deer and elk, and Cruetzfeldt-Jakob 
disease (CJD) in humans. The typical incubation period (the time from 
when an animal becomes infected until it first shows disease signs) for 
BSE is believed to be from two to eight years. BSE was first documented 
in the United Kingdom in 1986 and has since been identified in 
approximately 21 other countries in Europe. BSE has also been confirmed 
in some non-European countries, including Japan, Israel, and Canada. 

On December 23, 2003, USDA announced a presumptive diagnosis of BSE 
in an aduit Holstein cow from Washington State. Samples were taken from 
the cow on December 9 as part of USDA's BSE surveillance program. The 
BSE diagnosis was made on December 22 and 23 by histopathology and 
immunohistochemical testing at the National Veterinary Services 
Laboratory, Ames, Iowa. On December 25, 2003, the International 
Reference Laboratory in Weybridge, England confirmed the diagnosis of 


BSE. 
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The agent that causes BSE and other TS#s has yet to be fully 
characterized. The theory that is most accepiu:'’ in tu scientific 
community is that the agent is a prion, which is an abnormal form of a 
normal protein known as cellular prion protein, although other types of 
agents have also been implicated. The agent is highly resistant to 
heat, ultraviolet light, ionizing radiation, and common disinfectants 
that normally inactivate viruses or bacteria. 

In 1996, a newly recognized form of the human disease CJD, referred 
to as vCJD, was reported in the United Kingdom. Scientific and 
epidemiological studies have linked vCJD to exposure to BSE, probably 
through human consumption of beef products contaminated with the agent 
that causes BSE (Ref. 1-5 available for viewing by the public in the 
FSIS Docket Room). To date, approximately 150 probable and confirmed 
cases of vCJD have been reported worldwide. 

The Centers for Disease Control and Prevention (CDC) leads a 
surveillance system for vCJD in the United States, and as of December, 
2003, the disease has never been detected in residents of the United 
States that have never lived in or traveled to the United Kingdom for 
extended periods of time. In 2002, a probable case of vCJD was reported 
in a Florida resident who lived in the United Kingdom during the BSE 
epidemic. Epidemiological data indicate that the patient was likely 
exposed to the BSE agent before moving to the United States. (Ret. 6 
available for viewing by the public in the FSIS Docket Room). 

The United States government has implemented a number of measures 
to prevent BSE from entering the United States and to prevent the 
spread of the disease should it be introduced into the United States. 
Since 1989, USDA's Animal and Plant Health Inspection Service (APHIS) 
has prohibited the importation of live cattle and certain cattle 
products, including rendered protein products, from countries where BSE 
is known to exist. In 1997, due to concerns about widespread risk 
factors and inadequate surveillance for BSE in many European countries, 
these importation restrictions were extended to include Wile bof del fe a= 
countries in Europe. In 1997, FDA prohibited the use of most mammalian 
protein in the manufacture of animal feeds given to cattle and other 
ruminants. In December 2000, APHIS prohibited all imports of rendered 
animal protein products, regardless of species, from BSE-restricted 
countries because of concern that feed intended for cattle may have 
been cross-contaminated with the BSE agent. In addition, APHIS leads an 
ongoing, comprehensive, interagency surveillance system for BSE ain the 
United States and, in cooperation with FSIS, has drafted an emergency 
response plan to be used in the event that BSE Ts. Ldénevtied™ in’ the 
United States. This plan was activated when the BSE test for the cow in 
Washington State came back presumptive positive on December 23, 2003. 
Other Federal agencies also have contingency plans that work in concert 
with the USDA plan. 


BSE Infectivity 


Animal age. The distribution and amount of the BSE agent in cattle 
infected with BSE is not known with certainty. It is generally accepted 
that in animals with clinical BSE disease, the brain and spinal cord 
contain the greatest concentration of the BSE agent, and that the 
quantity of the agent increases as the animals progress through the 
incubation period to the development of clinical disease. Thus, the 
total infective load in cattle in the early stages of the incubation 
period is believed to be much lower than in cattle approaching the end 
of the incubation period or in those cattle with overt clinical BSE. As 
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stated above, the typical incubation period for BSE is believed to be 
between two to eight years. ; ; 
Information on the age at which cattle develop clinical BSE under 
field conditions, i.e., commercially reared cattle not part of a 
specially designed experiment, can be useful in identifying those 
cattle that, if infected with the BSE agent, are most likely to contain 
the highest levels of infectivity. Age-of-onset was known and recorded 
for approximately 135,000 cattle with confirmed clinical BSE in the 
United Kingdom between 1988 and August 2003 (Ref. 7, available for 
viewing by the public in the FSIS Docket Room). These data demonstrate 
that the age at which cattle develop clinical disease varies. The data 
from the United Kingdom show a gradual increase in the number of 
Clinical BSE cases with increasing age, and that the number of 
confirmed cases peaks at 5 years of age. The lower ranges of this age 
distribution include some cattle younger than 30 months of age. 


{[Page 1864} } 


The age distribution data show that, of the cattle that developed 
clinical BSE in the field, only 0.01% were less than 30 months of age. 
Thus, cattle younger than 30 months of age are less likely to be in the 
laters stages of BSE incubation than older BSE-infected cattle, and 
hence, are, less likely to contain high levels of BSE infectivity. 
Research demonstrates that the incubation period for BSE appears to be 
linked to the infectious dose of the BSE agent received, i.e., the 
larger the infectious dose received the shorter the incubation period 
(Ref. 8, available for viewing by the public in the FSIS docket room). 
Thus, given these observations, scientists that have studied the 
disease believe that the occurrence of BSE in young cattle is most 
likely the result of exposure to a very large dose of the BSE agent at 
a very young age. 

Detection of BSE in cattle younger than 30 months of age. In 
October 2003, Japan reported a BSE case in a 23-month old bull, the 8th 
BSE case confirmed in that country. Earlier cases confirmed in Japan 
were in cattle over 5 years of age. This recent case apparently did not 
have clinical signs of disease and was detected as part of Japan's 
regular surveillance for BSE in which all cattle slaughtered for human 
consumption are screened for the disease. In reporting on this BSE 
Case, Wapanese Ofticials stated that tests suggested that the form of 
the BSE agent found in the affected animal was atypical, and that they 
planned to conduct further studies on this form of the disease. A 
Similar form of the atypical agent detected in the Japanese animal has 
been reported in two BSE cases in Italy. However the Italian animals 
were 11 and 12 years old. Japan has reported importing feed from Italy. 

tneearly, November 2003, shortly after reporting the confirmation of 
BSE in a 23-month-old animal, Japan reported that BSE was confirmed in 
a 21-month-old animal. The 21-month-old animal is Japan's 9th reported 
case of BSE. Like the 23-month-old animal, this animal apparently did 
not have clinical signs of disease. However, the abnormal prion protein 
detected in this animal does not appear to be the same as the 
apparently atypical form detected in the 23-month-old animal. Japanese 
officials reported that they will be conducting testing to determine if 
the tissues of these relatively young cattle that were recently found 
Posteiveutor oe contain .Bok infectivity. 

The immediate implications of the recent detection of BSE in two 
animals younger than 24 months of age in Japan, one of which has an 
apparently atypical form of the disease, are not readily apparent at 
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this time. Although rare, confirmed cases of BSE in animals younger 
than 30 months wf age have also been reported in the United Kingdom and 
in some other European countries. As stated earlier in this document, a 
confirmed case of BSE in an animal less than 30 months of age generally 
implies that the animal was exposed to a large dose of the infective 
agenGrat'a young age’. "Prom 1988™to W996 pidurdng the height of the’ BSE 
epidemic in the United Kingdom when large amounts of infective agent 
were being circulated among cattle herds, 19 clinical cases of BSE were 
confirmed in cattle younger than 30 months of age (Ref. 9, available 
for viewing by the public in the FSIS docket room). The youngest 
confirmed case of BSE was in the United Kingdom in an animal with 
clinical disease at 20 months of age in 1992. However, as of September 
30, 2003, no cases of BSE in cattle younger than 30 months of age have 
been detected in the United Kingdom since 1996, and only 3 cases have 
been found in European animals less than 30 months of age since 2001. 

Pols wequests comment ‘on the potential amplications, if any, of the 
reported 21 and *Z3=month-old cases’ of BSE’ in Japan. The Agency is also 
requesting comments on whether, and if so how, it should modify the 
measures in this rulemaking to address the fact that, in rare 
instances, BSE has been confirmed in cattle younger than 30 months of 
age. 

Infective tissues. Available data on the development and 
Gveltipution of tissue infectivity in’ BSE-infected cattle are 
incomplete. Most of what is known comes from pathogenesis studies 
conducted in the United Kingdom (Ref. 10, 11, 12 available for viewing 
by the public in the FSIS Docket Room). In these studies, cattle were 
deliberately infected with BSE through oral exposure to the brains of 
cattle with confirmed BSE. The experimentally infected cattle were 
killed at regular intervals as the disease developed, and at each 
interval the tissues of the infected ‘cattle were examined for 
histopathological changes consistent with BSE and for abnormal prion 
proteins. At each interval, tissues of the BSE infected cattle were 
also injected into mice to identify those tissues of cattle capable of 
transmitting the disease. 

The pathogenesis studies involved a small number of cattle (30 
animals) that received a large, uniform dose of the BSE agent at a very 
young “age “(4¢*months). Thus,” the findings’ may not reflect the 
development and distribution of infectivity of cattle exposed to the 
BSE under field conditions, where the level and age of exposure to the 
BSE agent are unpredictable. Furthermore, the pathogenesis studies did 
not determine the rate at which the BSE agent increases in the tissues 
that have demonstrated infectivity or the tissues that the agent must 
pass through to reach its ultimate destination in the animal after it 
is ingested. However, the results of these studies are useful in that 
they provide experimental evidence of the distribution of the infective 
agent in BSE-infected cattle at various stages of the disease. 

The pathogenesis studies demonstrate that in cattle infected with 
BSE, the total amount of infectivity in the animal, as well as the 
distribution of infectivity in the animal's body, change over time, 
with the highest “levels of infectivity detected an ‘the brain’ ard ‘spinal 
cord at the end stages of disease. In the studies, some cattle 
exhibived clinical signs’ of (BSEVas early as’ 35-months ‘postioral 
exposure ‘to’ the BSE agent. By 37 months post oral exposure, all of the 
5 animals that were still alive demonstrated clinical evidence of BSE 
-f(arniimals had been serially sacrificed at set intervals). In cattle with 
clinical BSE, infectivity was demonstrated in the brain, spinal cord, 
DRG, trigeminal "ganglia, and: the distal ileum of the small intestine. 
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(DRG are clusters of nerve cells attached to the spinal cord that are 
contained within the bones of the vertebral column. ~~DRG'" as used in 
this document has the same meaning as the term ~‘dorsal spinal nerve 
root ganglia.'' Trigeminal ganglia are clusters of nerve cells 
connected to the brain that lie close to the exterior of the skull.) 

imtone "set or animals, infectivity was demonstrated ain ‘the bone 
Marrow at 38 months post exposure, but these findings were not 
conclusive. At this time, bone marrow is not designated as SRM. 
However, in today's Federal Register, FSIS is announcing new 
requirements to limit the presence of bone marrow in meat produced from 
AMR systems, with iron as a marker. This action is not a food safety 
measure at this time but is related to misbranding. 

In some cattle in the studies, BSE infectivity was demonstrated in 
the brain, spinal cord, and DRG as early as 32 months post oral 
exposure to the BSE agent. In addition, infectivity was demonstrated in 
these tissues three months before animals began to develop clinical 
Signs of the disease. Infectivity was demonstrated in the distal ileum 
et cattle 6 to 18 months post oral exposure to the BSE agent and again 
at 38 months and 40 months post oral exposure. 

A second phase of the pathogenesis studies that uses a cattle 
bioassay is being conducted to ensure that low levels of infectivity 
that may not have 


[trage LU6o F] 


been detected in the first phase using the mouse bioassay are not 
missed. The cattle bioassay, in which tissues from cattle deliberately 
imtected with BSE are. injected directly inte the brains of Bor=-iree 
cattle, is considered to be several hundred-fold more sensitive in 
detecting BSE infectivity than the mouse bioassay. Preliminary results 
from the cattle bioassay demonstrate that, in addition to the materials 
that were found to contain infectivity when the mouse bioassay was 
used, the tonsils of calves 10 months post’ oral ‘exposure to the BSE 
agent Contain infectivity. However, because only one’ of five animals 
injected with infected tonsil material developed clinical BSE at 45 
montis Post—-inoculation, the Level of infectivity an the tonsiis 
appears to be very low. The second phase of the study is still underway 
and is not expected to be completed for several more years. (Ref. 8 and 
13, avallable for viewing by the public in’ the FSIS Docket Room)”. 

i cattle infected with BSE under field” conditions, BSE infectivity 
has been confirmed in the brain, spinal cord, and retina of the eye at 
the end stages of the disease (Ref. 8 available for viewing by the 
Dugkrc ir tiie Fels, Docker Room)”. 

BSE infectivity has never been demonstrated in the muscle tissue of 
Cattle experimentally or naturally infected with the disease at any 
stage of the disease. 

Proportion GL anteccivity in Certain cCrssues., In 2002; ther Puropean 
Commission's Scientific Steering Committee (SSC), a Scientific advisory 
committee for the European Union, considered the amount and 
G@ustribucion of BSE Antectivity in a typical case ‘of BSE and estimated 
that, im an animal with Clinical disease,” the Drain contains 64.1% of 
the total intectivity in the atiimal “and the spinal cord contains 25.6% 
Orsthe total infectivity (Ref. 14 available Tor’ viewing by the’ public 
in the FSIS Docket Room): Thus, the brain and Spinal cord of cattle 
with clinical BSE are estimated to contain nearly 90% of the total 
inrectivity in the animal. According to the SSC, the remaining 
Proportion of infectivity in a typical animal with clinical BSE is 
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foundiin the: DRG (328%), thestrigeminal ganglia: (2.6%) ,. the distal 
heures S%)), thevspleenmui0 .82)5 landistthe eyes (0.04%).\1\ However, as 
mentioned above, in experimentally infected cattle BSE infectivity has 
been demonstrated in the distal ileum as early as 6 to 18 months post 
oral exposure to the BSE agent and in the tonsils as early as 10 months 
postrexpesurerm Thus, ini younger-cattlesimfected) with) BSE; these 
materials apparently present the greatest risk of exposing humans to 
the BSE agent. 


\l\ For this study, low levels of infectivity were assumed for 
the spleen and eyes based on scrapie experiments. The spleen has not 
demonstrated antectiwait yjiniveatt le* 


Current Regulatory Requirements for Potentially Infective Materials 


Under FSIS' regulations, most of the materials that have 
demonstrated BSE infectivity in cattle with clinical disease) nate), 
brain, eyes, trigeminal ganglia, spinal cord, DRG, and the distal ileum 
of the small intestine, may currently be used in some way for human 
food. The brains of all livestock species, including the brains of 
cattle, are permitted for human food, with the exception of brains from 
animals stunned by lead, sponge iron, or frangible bullets (9 CFR 
310.18(b)). Unprocessed cattle brains are typically sold chilled, 
frozen, or canned, and are consumed as a variety meat. Cattle brains 
may also be used as a by-product ingredient in certain processed 
products. When used as a by-product ingredient, cattle brains must be 
listed in the ingredients statement on the labeling of the product and 
Geclared by species (9 CRR Sli 20) de 

Cattle brains are also permitted to be used as a source material in 
edible rendering. Edible rendering involves the processing of materials 
inspected and passed for human food into products, such as edible oils, 
meals, beef extracts, beef protein, beef broths, beef stocks, and beef 
flavorings. Many of these products are regulated by FSIS and FDA. 

Given the invariable presence of bone splinters, detached spinal 
cords from all livestock species, including cattle, are prohibited for 
use in the preparation of edible products (9 CFR 318.6(b) (4)). However, 
detached spinal cords may be used as a raw material in edible rendering 
(9 CFR 318.6(b) (4)). The labeling of extracts prepared from brains, 
Spinal) cords ,.o~m other songansivor jpants: ofthe, carcass other»tham fresh 
meat from all livestock species, including cattle, must include the 
true name of therparts from which the product was prepared, eug., 
““@pceicctene teieeu) leyevene Jopcemia ) (SS) (Ging Shly sts) (ey) (Cal sy)) )) 2 

Vertebral columns from cattle contain. both spinal)‘cord and DRG. 
PSiSs trequlations ido not srequire: thatecthe: spinal :cordvom DRG. of cattle 
be removed from the vertebral column at the time of slaughter. Thus, 
some bone-in beef products may contain spinal cord, DRG, or both. 

Bones from the vertebral column of cattle are permitted to be used 
as source materials in the production of processed products 
manufactured from edible rendering. When the vertebral columns from 
Cattle are used in the production of such products, spinal cord and DRG 
that remain attached to the vertebral column could potentially become 
dislodged and incorporated into the final product. Under the FSIS 
regulations; the labeling of the final, product is not required to 
disclose the fact that the product may contain spinal cord or DRG. 

Bones from the vertebral column of cattle are also permitted for 
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use aS a source material in meat recovery systems that use pressure to 
separate beef muscle tissue from bones. When the vertebral columns are 
used as a source material in these systems, spinal cord and DRG may 
become dislodged from the vertebral bones and incorporated into the 
final product. The use of vertebral columns in systems that 
mechanically separate meat and meat products from bone, and the 
labeling requirements for such products, are discussed in greater 
detail below. 

Casings made from the small intestine, including the distal ileum, 
of cattle are permitted to be used as containers for meat food products 
(SVCFR 32266(b) (1) aecatele. intestines, vincluding the distal ileum; sare 
also permitted for use as ingredients in meat food products that do not 
have an FSIS prescribed standard of identity, provided that the 
products are properly labeled (9 CFR 318.6(b) (8)). 

FSIS' regulations do not prohibit the use of cattle eyes for human 
food, although direct consumption of such materials is uncommon in the 
United States.) The, tonsils ofeallelivestock! species; mincludingicattle, 
are prohibited for use as ingredients of meat food products (9 CFR 


318.6(b) (6)). The trigeminal ganglia of cattle are not sold directly as 
consumer products. However, the heads of cattle (commonly referred to 
as ~‘market heads'') are permitted for use as human food and are sold 


to retail establishments where they are used to produce edible 
products. Some retail establishments sell market heads of cattle 
directly to consumers. Cattle market heads contain skull, eyes, 
trigeminal ganglia, and fragments of brains. 

Meat that has been trimmed from the head and cheeks of cattle is 
permitted to be used in FSIS-regulated products, although some product 
standards pheaces; certain» restractions)on theseuse) of shead’ and cheek meat 
(BOmmCxanplesme ce cmon Gr Reo leOR cll Om Grin sniOnn OOP Oe Rase OS 00m mG rly 
319.301, and 9 CFR.303) Head or cheek meat may contain CNS materials if 
the meat is not removed before the skull is fragmented or split. 
Although rare, the skulls of cattle are sometimes 


[[Page 1866]] 


intentionally split to remove materials contained within the cranial 
Cavity, such as theypituitary gland. The skulls of cattle are sometimes 
unintentionally fragmented, and the brains of the animals exposed, when 
a mechanical device is used to remove horns from cattle. In some 
instances, in addition to the fragmentation that occurs during horn 
removal, the brain has also been penetrated by the captive bolt of a 
stun gun, which results in a hole with weeping material that may 
contain CNS tissue. In these cases, when the head and cheek meat are 
removed, the heads of the cattle may be manipulated in such a way as to 
potentially contaminate the meat. Contamination of head or cheek meat 
with trigeminal ganglia is unlikely because the trigeminal ganglia are 
embedded within the skull and are not likely to be removed when the 
meat is harvested. 


Meat Produced Using Advanced Meat Recovery Systems and Mechanically 
Separated (Species) Meat Food Product 


Advanced Meat Recovery. Advanced Meat Recovery (AMR) is a 
technology that enables processors to remove the attached skeletal 
muscle tissue from livestock bones without incorporating significant 
amounts of bone and bone products into the final meat product. When 
produced properly, product from AMR systems is comparable to meat 
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derived by hand deboning and can be labeled as ~*meat'' (9 CFR 301.2). 
Under tii: FSIS regulations, spinal cord is not a component of meat, and 
therefore, product from AMR systems identified as ~~meat'' that 


contains spinal cord is misbranded. 

From January through August 2002, FSIS conducted a survey of AMR 
products derived from the vertebral column of cattle to establish a 
baseline for the prevalence of spinal cord and DRG tissue in beef AMR 
products (referred to as the 2002 Beef AMR Survey) (Ref. 15 and 16, 
available for viewing by the public in the FSIS docket room and on the 


Internet at http://www. fsis.usda.gov/oa/topics/AMRAnalysis.pdf and 


http://www. fsis.usda.gov/OA/topics/AMRSurvey.pdf). In the 2002 Beef AMR 








Survey, the Agency found that while some establishments were able to 
consistently produce beef AMR product that was free of spinal cord and 
DRG tissue, a majority of the establishments had difficulty keeping 
Spina wrecord. and; DRG outwot thei AMR products’, Overalls, ‘FSIS found that 
that approximately 76% (25 of 34) of the establishments whose AMR 
product was tested had positive laboratory results for spinal cord, 
DRG, or both in their final beef AMR products. The survey also found 
that approximately 35% (89 of 256) of all final AMR product samples 
that were tested had positive laboratory results for spinal cord, DRG, 
omy both. 

In March 2003, after completion of the 2002 Beef AMR Survey, FSIS 
implemented a routine regulatory sampling program of beef products from 
AMR systems as an additional measure to prevent misbranding of beef AMR 
products. Prior to the implementation of this regulatory sampling 
program, FSIS inspection program personnel collected AMR product 
Samples (for analysus -for the presence cof spinal cord ‘tassue only if 
they believed that the establishment was not completely removing spinal 
cord from the vertebral column before the vertebral bones entered the 
AMR system (FSIS Directive 7160.2, April 14, 1997). Under the revised 
regulatory sampling program, FSIS inspection program personnel take 
samples of beef AMR product on a routine basis to verify that spinal 
Cord fassic Gis iothpresenteimrsUlch'product (FSIS Directive 7160.03, 
Revisron 1, August 25, 2003).: lfspinal cord tissue is: detected inebeef 
AMR product, FSIS inspection program personnel take regulatory control 
action against the AMR product and equipment to prevent misbranded 
product from entering commerce. If the establishment has distributed 
misbranded beef AMR product, FSIS requests a voluntary recall. 

Removal of the spinal cord before the vertebral columns enter the 
AMR system does not always ensure that spinal cord or DRG will not be 
Bicorporated into the final product. The Harvard, study found that, if a 
beef carcass is mis-split when the spinal cord is removed, a portion of 
the spinal cord may remain encapsulated in the spinal canal of the 
vertebral column, and, if it is not removed before the vertebral bones 
enter the AMR system, the spinal cord could contaminate the final AMR 
product. Even when the spinal cord is completely removed from the 
vertebral column, the DRG of cattle are firmly attached to the bones of 
the vertebral column and are not removed along with the spinal cord. 
Thus removing the spinal «cord ‘irom ‘the vertebral’ column, doesnot 
prevent the DRG from entering an AMR system and becoming incorporated 
Tcoythes final AMR product 

Although FSIS and the: regulated industry have recently taken 
actions to prevent the incorporation of spinal cord and, in some 
instances, DRG, in beef AMR products .(Ref..15 and 16, available for 
viewing by the public in the FSIS docket room), FSIS continues to 


httn:-//www. fsis.usda.sov/OPPDE/rdad/FRPubs/03-025IF htm 1/12/2004 
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detect spinal cord and DRG in its routine regulatory sampling of beef 
AMR products, although to a lesser extent than it did in the 2002 Beef 
AMR Survey. In its routine regulatory sampling conducted from March to 
December in ~2003, \FPSiSedetected spinal cord in 23 of 340 randomly 
scheduled samples, an estimated prevalence of 6.8 percent. In addition, 
the prevalence in follow-up samples was 13.6 percent, indicating that 
establishments with an initial positive continued to have some problems 
controlling for spinal cord in beef AMR systems. While FSIS was testing 
samples for spinal cord, FSIS also recorded the results for DRG. The 
prevalence for DRG was found in 10.9 percent of the samples in which 
DRG was recorded. 

Under the current regulations, AMR product that contains DRG is not 
misbranded and can be identified as meat. However, given the nature of 
DRG, and the fact that BSE has been confirmed in a cow in the United 
States, SiS Nas*reconsidered atsVapproach toythus tissue and is 
issuing a separate interim final rule on AMR systems in this edition of 
the Federal Register that reflects recent developments that have 
occurred with regard to BSE. The interim final rule on AMR systems also 
establishes non-compliance criteria to discern ~*meat'' from non-meat 
product. 

Mechanically Separated (MS) (Beef). MS(Beef) meat food product is a 
finely comminuted product resulting from the mechanical separation and 
removal of most of the bone from attached skeletal muscle of cattle 
carcasses and parts of carcasses that meets the specifications 
contained in 9 CFR 319.5, the regulation that prescribes the standard 
of identity for MS(Species). Unlike AMR systems in which bone and bone 
products are not purposefully incorporated in the final meat product, 
MS (Species) systems are designed to purposefully incorporate 
Significant amounts of bone and bone components in the resulting meat 
food product. The specifications for product identified as MS(Species) 
imo CHRe Sloe odOenObeStablishelamiutcs JOnmenes ImCOoDpOratrlon of Spinal 
cord or DRG into this product. Although beef products produced using 
AMR systems that contain spinal cord cannot be identified as meat, if 
these products meet the specifications contained in 9 CFR 319.5, they 
are permitted to be labeled as MS(Beef). 

Under the current regulations, MS(Species) product is permitted for 
use aS an ingredient in other processed meat and poultry products in 
limited amounts (9 CFR 319.6). When MS(Beef) is used as an ingredient 
ine meateorepoultry* products; “1 temust ybe identified in the ingredients 
Staremencmas 


[[Page 1867] ] 


MS (Beef). However, the fact that MS(Beef) may contain spinal cord or 
DRG is not required to be conveyed on the labeling of MS (Beef): product 
or processed products that contain MS(Beef). 

The fact that MS(beef) has been permitted to include spinal cord 
and DRG makes this product an obvious source of potential human 
exposure to the BSE agent. Given that a case of BSE was recently 
eontarmed an thesUnatedtStates s FSlSebelievest thateat usenecéssary to 
remove this high-risk product from the human food supply. Therefore, in 
this interim final rule, the Agency is banning the use of MS(beef) for 
human ‘food. Accordingly, no product may bear the label (MS(Beef)). 
However, certain products from bones that do not contain CNS tissue, 
e.g., long bones, that may contain excess bone solids or bone marrow 
may be produced but must be labeled with an appropriate common or usual 
name (refer to the interim final rule, ~*“Meat Produced by Advanced 


htto://www.fsis.usda.gov/OPPDE/rdad/FRPubs/03-025IF.htm 1/12/2004 
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Meat/Bone Separation Machinery and Meat Recovery Systems,'' docket 
number 03-038IF published in this edition of «he Fe:leral Register). 


The Harvard Risk Assessment 


In April 1998, USDA commissioned the Harvard Center for Risk 
Analysis to conduct an analysis and evaluation of the current measures 
implemented by the United States government to prevent the spread of 
BSE in the United States and to reduce the potential exposure of 
Americans to the BSE agent. The risk assessment (referred to below as 
the Harvard study) reviewed available scientific information related to 
BSE and other TSEs, assessed pathways by which BSE could potentially 
occur in the United States, and identified measures that could be taken 
to protect human and animal health in the United States (Ref. 17, 
available for viewing by the public in the FSIS docket room and on the 


Internet at http://www. fsis.usda.gov/OA/topics/bse.htm). 





The-Harverd study concluded: that.if-introduced; , due’ to~the 
preventive measures currently in place in the United States, BSE is 
extremely unlikely to become established in the United States. Should 
BSE enter the United States, the Harvard study concluded that only a 
small amount of potentially infective tissues would likely reach the 
human food supply and be available for human consumption. The Harvard 
study expressed the amount of infectivity in terms of cattle oral ID50s 
for the purpose of quantifying both animal and human exposure to the 
BSE agent. A cattle oral ID50 is the amount of infectious tissue that 
would be expected to cause 50% of exposed cattle to develop BSE. 

Because the exact quantitative relationship between human exposure 
to the BSE agent and the likelihood of human disease is unknown, the 
Harvard study did not evaluate the quantitative likelihood that humans 
will develop vCJD if BSE were introduced into the United States. 

The Harvard study also did not address potential human exposure to 
the BSE agent through products containing ingredients of bovine @Figin, 
such as some pharmaceuticals, gelatin, and beef stocks, extracts, and 
flavorings. Many of these products are derived through the edible 
rendering process. FSIS is working with FDA, the agency that regulates 
the use of.these products, to address the impact Ofmehisyussues 

The Harvard study identified three pathways or practices that could 
contribute most to either human exposure to the BSE agent or to the 
spread of BSE should it be introduced into the United States. The three 
pathways are: 

[sbull] Noncompliance with FDA regulations PLronibivingytheruse of 
certain proteins in feed for cattle and other ruminants; 

[sbull] Rendering of animals that die on the farm and use (through 
illegal diversion or cross-contamination) of the rendered product in 
ruminant feed; 

fsbull]} Inclusion of high-risk tissue from cattle, such as brain 
and spinal cord, in edible products. 

FDA and USDA's APHIS are taking action to address the first two 
pathways. FDA is enhancing its enforcement of the feed ban and is 
evaluating whether further rulemaking is needed (see Advance Notice of 
Proposed Rulemaking, ~ Substances Prohibited From Use in Animal Food or 
Feed; Animal Proteins Prohibited in Ruminant EGCG, a ClmRer6 joi 27 
November 6, 2002). APHIS is developing approaches to control the 
potential risk that dead stock and non-ambulatory animals could serve 
as potential pathways for the spread of BSE (see Advance Notice of 
Proposed Rulemaking, ~°Risk Reduction Strategies for Potential BSE 


btto://www.fsis.usda.gov/OPPDE/rdad/FRPubs/03-025IF htm 1/12/2004 
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Pathways Involving Duwner Cattle and Dead Stock of Cattle and Other 
species, "\ 68 FR 2703.) vunuary ~2t,, 2003). FSIS 15 prohibiting the.use 
of certain materials from cattle for human food to address the third 
potential pathway identified in the Harvard study, the inclusion of 
high-risk tissues in edible product. In addition, in a separate 
rulemaking published in this edition of the Federal Register, FSIS is 
prohibiting the use of penetrative stunning devices that inject air 
into the cranial cavity of cattle to ensure that portions of the brain 
are not dislocated into the tissues of the carcass as a consequence of 
humanely stunning cattle during the slaughter process (see 
~*Prohibition on the Use of Certain Stunning Devices Used to Immobilize 
CAtelLesvuringsolaugnten,” “bocket O1l-0331F). Although FSIS 1s 

not aware of any cattle slaughter establishments in the United States 
that use air-injection stunning, research has shown that this practice 
poses a risk of exposing humans to materials that could contain the BSE 
agent. Given that a case of BSE was recently confirmed in the United 
States, FSIS believes that this prohibition is a necessary measure to 
help strengthen the U.S. Government's actions to prevent human exposure 
Lo the BSk agent. 

The Harvard study concluded that, based on conditions as they 

existed in 2001, if 10 infected cows were introduced into the United 
tates, on average, three additional new cases of BSE in cattle would 
bese xpec leds itn tact, Harvard oredicred that there was a (5. to 95% 
chance that there would be no new cases at all. The extreme case (95th 
percentile of the distribution) predicted 11 new cases. .However, in all 
cases, the system in 2001 was robust enough so that model predicts that 
the disease would be quickly cleared from the United States with 
virtually no chance that there would be any infected animals 20 years 
following the import of the 10 infected cattle. 

The Harvard study concluded the greatest sources of potential human 
exposure to the BSE agent would be human consumption of cattle brain 
(26% of the total potential exposure on average), cattle spinal cord 
(53 of the total potential exposure on average), and beef products 
derived from AMR systems (57% of the total potential exposure on 
average). The Harvard study also determined that other potential human 
exposure routes to the BSE agent include consumption of .bone-in beef 
(11% of the total potential exposure on average), and intestine (2% of 
the total potential exposure on average). However, as stated in the 
Harvard study report, these estimates are likely to overstate true 
human exposure because they represent the amount of infectivity 
presented for human consumption but do not take into account waste or 
actual consumption rate. For example, the reported quantity for 
potential exposure to infectivity in bone-in beef reflects the presence 
Seistinal Cord sand UKG Ina traction of cuts like, Tsbone steaks, 
although the spinal cord and DRG may never be consumed in these cuts of 
meat. 


[[Page 1868] ] 


The Harvard study divided potential sources of human exposure to 
BSE infectivity into two categories: specific high-risk tissues and 
Coneaminatvon of low risk (issues with highsrisk tissues..Specific 
high-risk tissues identified by Harvard,,in order of infectivity, 
include: brain, spinal cord,, DRG, distal ileum, and the, trigeminal. 
Cenolia anauolhen tiséues, Tound ineuhe head (6.0., eves)... since brain 
and spinal cord of cattle anfected with BSE .contain. most .of the BSE 
Unpectivity ain the animal, the Harvard study concluded that, if .BSE 
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were present in the United States, human consumption of bovine brains 
and spinal covds would be an obvious source of exposure to the BSE 
agent. 

The Harvard study identified the production of meat through the use 
of AMR systems as the most important means by which low risk tissue can 
become contaminated with high-risk tissues because AMR systems can 
leave spinal cord and DRG in the recovered meat. Assuming that there is 
no SRM ban in place, the Harvard study estimated that beef AMR product 
could account for approximately 57% of the potential human exposure to 
they BSE agent; 


Specified Risk Materials (SRMs) 


Materials designated as SRMs. In determining which materials of 
cattle should be removed from the human food supply, FSIS considered 
the data on the age distribution of confirmed BSE cases in the United 
Kingdom, the findings of the pathogenesis studies conducted in the 
United Kingdom, and the findings of the BSE risk analysis conducted by 
Harvard. 

After considering the factors mentioned above, together with the 
fact that a case of BSE was recently confirmed in the United States, 
FSIS has decided to designate the brain, skull, eyes, trigeminal 
ganglia, spinal cord, vertebral column (excluding the vertebrae of the 
tail, the transverse processes of the thoracic and lumbar vertebrae, 
and the wings of the sacrum), and DRG of cattle 30 months of age and 
older, and the tonsils and distal ileum of all cattle as SRMs, declare 
them inedible, and prohibit their use for human food. The Agency 
believes that removing these materials from the human food supply is a 
prudent and appropriate measure for preventing human exposure to the 
BSE agent in the United States. 

Except for the skull and vertebral column (excluding the vertebrae 
of the tail, the transverse processes of the thoracic and lumbar 
vertebrae, and the wings of the sacrum) of cattle 30 months of age and 
older, the materials listed as SRMs in this interim final rule are all 
materials that have demonstrated infectivity in cattle naturally or 
experimentally infected with BSE. Thus, in this rule, FSIS is 
designating all materials from cattle that have demonstrated BSE 
infectivity as SRMs, regardless of the level or proportion of 
mieechivitywcontained in eachPtissue:. 

Although the skull or vertebral column of cattle infected with BSE 
have not demonstrated infectivity, the skull contains the eyes, 
trigeminal ganglia, and brain, and the vertebral column contains DRG 
and “spinal.icord..Thus,* because’ they contain whigh-risk ‘tissues,’ FSIS is 
including skulls and vertebral columns (excluding the vertebrae of the 
tail, the transverse processes of the thoracic and lumbar vertebrae, 
and the wings of the sacrum) from cattle 30 months of age and older in 
the list of SRMs that the Agency is declaring inedible and prohibiting 
for human food. Head meat, cheek meat, and tongue are not part of the 
skull. Therefore, under this interim final rule, these materials may 
continue to be used for human food, provided they are not contaminated 
with SRM. Unlike other parts of the vertebral column, the vertebrae of 
the tail, the transverse processes of the thoracic and lumbar 
vertebrae, and the wings of the sacrum do not contain spinal cord or 
DRG. Therefore, FSIS is excluding these parts of the vertebral column 
from the materials designated as SRMs. Under this interim final rule, 
bone-in beef from cattle 30 months of age and older may be prepared 
from these sections of the vertebral column. These sections of the 
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vertebral column may also be used as a source material for products 
produced from edible rendering. 

The Harvard study identified the production of meat through the use 
of AMR systems as the most important means by which low risk tissue can 
become contaminated with high-risk tissues, such as spinal cord and 
DRG. Furthermore, as discussed above, although FSIS and the regulated 
industry have taken actions to prevent the incorporation of spinal cord 
and, in some instances, DRG, in beef AMR products, FSIS continues to 
detect spinal cord and DRG in its routine regulatory sampling of this 
product. By designating the vertebral column (excluding the vertebrae 
of the tail, the transverse processes of the thoracic and lumbar 
vertebrae, and the wings of the sacrum) from cattle 30 months of age 
and, Older as SRM and prohibiting its use for human food, “FSIS will 
ensure that spinal cord and DRG from cattle 30 months of age and older 
are not incorporated into beef AMR product. 

The Harvard study determined that some potential exposure to BSE 
infectivity would result from the presence of spinal cord and DRG in 
certain bone-in cuts of beef, such as T-bone steaks. By designating 
vertebral column (excluding the vertebrae of the tail, the transverse 
processes of the thoracic and lumbar vertebrae, and the wings of the 
sacrum) from cattle 30 months of age and older as SRM and prohibiting 
its use for human food FSIS will ensure that bone-in cuts of meat from 
Cettle c0 months Of age and older will not ‘contain spinal cord” or™DRG. 

The Harvard study did not address potential human exposure to the 
BSE agent through beef stocks, broths, or other products produced from 
the edible rendering process. However, it is possible that, when 
vertebral column bones are used as a source material for products 
produced from edible rendering, spinal cord and DRG could become 
dislodged from the vertebral bones and incorporated into the final 
product. By designating vertebral column (excluding the vertebrae of 
the tail, the transverse processes of the thoracic and lumbar 
vertebrae, and the wings Of the Sacrum) from cattle 30 months of age 
and older as SRM and prohibiting its use for human food FSIS will 
ensure that spinal cord and DRG from cattle 30 months of age and older 
will not be incorporated into beef products produced from the edible 
rendering process. 

Because of its proximity to the vertebral column, some hand-deboned 
meat may contain DRG depending on the technique used to recover the 
meat from the bone. Thus, hand-deboned meat from cattle could be a 
potential source of human exposure to DRG. FSIS is not aware of any 
data on the extent to which DRG are found in hand-deboned meat. FSIS is 
examining this issue in a study it is conducting to delineate the 
characteristics of hand-deboned meat. FSIS is not, at this time, 
prohibiting hand-deboned meat from the vertebral columns of cattle 30 
months of age and older for use as human food. The Agency requests 
comments on this issue. 

The SRMs prohibited for human food in this interim final rule are 
the same materials prohibited for use as human food by Canada, thus 
establishing a consistent standard in both countries. The Canadian SRMs 
include the skull, brain, trigeminal ganglia, eyes, tonsils, spinal 
cord, and DRG from cattle 30 months of age and older, and distal ileum 
from all cattle. Although the vertebral column (excluding the vertebrae 
of the tail, the transverse process of the thoracic and lumbar 
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vertebrae, and the wings of the sacrum) from cattle 30 months of age 
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and older is not identified as SRM in the Canadian regulations, to 
ensure complete removal of potentially risx-» DRG from the human food 
supply, the Canadian Food Inspection Agency (CFIA) requires that the 
vertebral column of cattle 30 months of age and older, excluding the 
vertebrae of the tail, the transverse processes of the thoracic and 
lumbar vertebrae, and the wings of the sacrum, be removed and disposed 
of as inedible product (Meat Hygiene Directive 2003-18 (Amended), July 
24 2003). The CFIA also prohibits the use of vertebral columns from 
cattle 30 months of age and older as a raw material in the preparation 
of mechanically separated meat or finely textured meat (Meat Hygiene 
Directive 2003-18 (Amended), July 24, 2003). The Canadian provisions 
for the removal of SRMs from the carcasses of cattle slaughtered in 
official Canadian establishments can be accessed on the Internet at 
http: //www. inspection. gc.ca/english/anima/meavia/mmopmmhv/chap4/annexne.sht 








The Canadian: SRMs ‘include ‘the tdistal ileum from all -cattle. 

However, the CFIA presently requires that the small intestine of all 
cattle be removed and disposed of as inedible product (Meat Hygiene 
Directive 2003-18 (Amended), July 24, 2003). Therefore, FSIS is 
designating, consistent with the Canadian rule, the distal ileum of the 
small intestine as SRM. To ensure that the distal ileum is completely 
removed from the carcass, FSIS is requiring that establishments remove 
the entire small intestine and that it be disposed of as inedible. 
Processors may be able to effectively remove just the distal ileum, 
and, accordingly, the Agency requests comments on this issue. 

Rationale. Given the way that infectivity occurs in BSE-infected 
cattle, and the fact that a case of BSE has been detected in the United 
States, FSIS has determined that certain materials from cattle present 
sufficient risk of exposing humans to the BSE agent that it is prudent 
and appropriate to find that such materials are unfit for human food 
within the meaning of section 1(m).{3) of the FMIA (21 U.S.C. 

60l1(m) (3)). For the reasons presented above, FSIS has concluded that 
these materials are the brain, skull, eyes, trigeminal ganglia, spinal 
cord, vertebral column (excluding the vertebrae of the tail, the 
transverse processes of the thoracic and lumbar vertebrae, and the 
wings of the sacrum), and DRG of cattle 30 months of age and older, and 
therctorsils' and"distal “ileum of-all ‘cattle. 

The brain, skull, eyes, trigeminal ganglia, spinal cord, vertebral 
column (excluding the vertebrae of the tail, the transverse processes 
of the thoracic and lumbar vertebrae, and the wings of the sacrum), and 
DRG of cattle 30 months of age and older, and the tonsils and distal 
ileum of all cattle, present a persistent risk of exposing humans to 
the BSE agent because, in pre-clinical BSE-infected cattle, infectivity 
in most of these tissues is not readily ascertainable. Thus, humans 
could unknowingly be exposed to the BSE agent through consumption of 
these materials. 

By designating the brain, skull, eyes, trigeminal ganglia, spinal 
cord, vertebral column (excluding the vertebrae of the tail, the 
transverse processes of the thoracic and lumbar vertebrae, and the 
Wings "On the sacrim), “and DRG of cattle 0 months “of age and older, and 
the tonsils and distal ileum of all cattle as SRMs, declaring that they 
are inedible, and prohibiting their use for human food, FSIS will 
ensure that materials that could present a significant risk to human 
health, but whose infectivity status cannot be readily ascertained, are 
excluded from the human food supply. 
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Procedures for the Removal, Segregation, and Disposition of SRMs 


In this interim final rule, FSIS is requiring that establishments 
that slaughter cattle and establishments that process the carcasses or 
parts of cattle develop, implement, and maintain written procedures for 
the removal, segregation, and disposition of SRMs (section 
310.22(d)(1)). The Agency is not prescribing specific procedures that 
establishments must follow because FSIS believes that establishments 
should have the flexibility to implement the most appropriate 
procedures that will best achieve the requirements of this rule. 

Establishments are responsible for ensuring that SRMs are 
completely removed from the carcass, segregated from edible products, 
and disposed in an appropriate manner. Establishments must address 
their control procedures in their HACCP plans, Sanitation SOPs, or 
other prerequisite programs. FSIS will ensure the adequacy and 
effectiveness of the establishment's procedures. 

tite wilerim Tineal rule alsovwrequires (Section “310.22(ay (4) y ‘that 
establishments that slaughter cattle and establishments that process 
the carcasses or parts of cattle maintain daily records that document 
the implementation and monitoring of their procedures for the removal, 
segregation, and disposition of SRMs, and that the establishments make 
these records available to FSIS personnel on request. 

FSIS will develop compliance guidelines for use by very small and 
small establishments to assist them in the development of validated 
methods for meeting the requirements of this interim final rule. FSIS 
believes that the use of the Canadian guidance on SRM removal generally 
is acceptable. FSIS will assess whether additional guidance is 
necessary (see tie FSIS docket room and the FSIS Web Site for the link 
to the Canadian and other compliance guidance information). 


Verification of the Age of Cattle 


Most of the materials that FSIS is prohibiting for use as human 
food in this rulemaking are from cattle 30 months of age and older. 
Thus, FSIS is prescribing the method that inspection program personnel 
will use to determine the age of cattle slaughtered in official 
establishments, to verify that the establishments are effectively 
segregating SRMs from edible materials. 

The Agency is aware of two methods that can be used to verify the 
age of cattle slaughtered in official establishments: (1) Documentation 
that identifies the age of the animal, such as a birth certificate, 
cattle passport, or some other form of identification, that is 
presented with the animal when it arrives for slaughter, and (2) 
examination of the dentition of the animal to determine whether at 
least one of the second set of permanent incisors has erupted (the 
permanent incisors of cattle erupt from 24 through 30 months of age). 
The Agency has decided to use a combination of both methods. 

If the establishment has records that document the age of the 
cattle slaughtered in the facility, FSIS inspection program personnel 
will examine the records. If the inspection program personnel conclude 
that the records are accurate and reliable, they will accept the 
records as verification of the age of the cattle. However, if FSIS 
inspection program personnel examine the records and find significant 
réasons for questioning their validity, they will verify the age of the 
cattle through dental examination. If the establishment does not have 
records that document the age of the cattle presented for slaughter, or 
the inspection program personnel have any reason to question the age of 
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the animals, the Agency will verify age through dental examination. 

in establishments that only process the carcasses and parts of 
carcasses of cattle, the Agency will verify age through establishment 
records that document the age of the cattle from 


[ [Page 1870] ] 


which the carcasses were derived. If the establishment does not have 
records that document the age of the cattle from which the carcasses 
were derived, it must handle all carcasses and parts of carcasses as if 
they came from cattle 30 months of age and older. 

Although there are various methods of cattle identification in the 
United States, there is no national cattle identification system. Thus, 
there is currently no uniform standard of documentation that FSIS can 
rely on to accurately verify the age of cattle slaughtered in official 
establishments. On December 30, 2003, the Secretary of Agriculture 
announced that the USDA will implement a system of national animal 
identification. The development of such a system has been underway for 
more than a year and a half to achieve uniformity, consistency, and 
efficiency across this national system. 

FSIS has developed instructions for use by its inspection personnel 
in verifying the age of cattle that is available for viewing by the 
public in the FSIS docket room and posted on the FSIS Web site. 


Non-Ambulatory Disabled Cattle 


Current regulatory requirements. FSIS' regulations prohibit for use 
as human food all livestock, including cattle, with clinical signs of a 
CNS disorder (9 CFR 309.4) and livestock that are in a dying condition 
or that died otherwise than by slaughter (9 CFR 309.3). Under the 
current regulation, all seriously crippled livestock and livestock 
commonly termed ~°downers'' presented for slaughter are automatically 
suspected of being affected with a disease or condition that may 
require condemnation of the animal, in whole or in part, and are 
mientatredias | USS. Suspects. (ONCER T309..2i byte Suchttanimals are 
examined at ante-mortem inspection by an FSIS veterinarian, and a 
record of the veterinarian's clinical findings accompanies the carcass 
to post-mortem inspection if the animal is not condemned on ante-mortem 
inspection. 

Post-mortem inspections of the carcasses of ~°U.S. Suspect'' 
livestock are performed by veterinarians rather than by food 


imispectors, "and ‘the: results Jof "this ‘inspection ‘dare’ recorded «'  7U.S. 
Suspects,” “lunileéss "otherwise ‘released pursuant toro (CERSS 0922p) pamist 
be wsel dpart and “slaughtered separatelyr(9 CFR 309.2(n)).2 Tieton tpost- 


mortem inspection, the meat and meat food products from such animals 
are found to be not adulterated, such products may be used for human 
Pood ayo) Chr Sb. JF 

Non-ambulatory cattle and BSE. Surveillance data from European 
countries in which BSE has been detected, indicate that cattle with 
elbinvcal signs of “a CNS ‘disorder, déad “cattle,..anditcatthle tthat cammot 
rise from a recumbent position (in Europe these cattle are 
avstinguished erther «as ~ fallemestock’" ifenot: for -human .consumption 
or ~*emergency slaughter'' cattle if for human consumption) have a 
greater incidence of BSE than healthy slaughter cattle. For example, in 
2002 the EU reported that for healthy cattle 55-60 months of age, there 
were 0.55 positive tests for BSE per 10,000 animals tested compared 
Nien s.OS DOsivtive tests for BSEeper 107000 cateleltestedufor the high- 
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risk cattle (i.e., fallen stock, emergency slaughter and animals that 
show clinical signs of BSE on ante-mortem inspection) (Ref. 15, 
available for viewing by the public in the FSIS docket room). In 
addition, an analysis of a targeted screening program for BSE in 
Switzerland found that when high-risk cattle were targeted for BSE 
testing, the odds of finding a BSE case was 49 times higher in fallen 
stock and 58 times higher in emergency-slaughtered cattle than in 
cattle tested under passive surveillance, i.e., clinical BSE suspects 
reported to the veterinary authorities (Ref. 19, available for viewing 
by the public in the FSIS docket room). This study also found that the 
BSE cases detected through targeted screening of high risk animals were 
on average four months younger than the BSE cases detected through 
passive surveillance of clinical suspects. 

Surveillance for BSE in Europe has also shown that the typical 
clinical signs associated with BSE cannot always be observed in non-' 
ambulatory cattle infected with BSE because the signs of BSE often 
cannot be differentiated from the typical clinical signs of the many 
other diseases and conditions affecting non-ambulatory cattle. 
Furthermore, as discussed in greater detail below, there are 
limitations with the diagnostic tests for BSE that are available today. 
Under the current testing methods, which are conducted on sections of 
the brain or spinal cord, certain tissues of cattle infected with BSE, 
such as the distal ileum and tonsils, may contain BSE infectivity even 
though the diagnostic test does not show that the animal has the 
disease. Thus, permitting the carcasses of non-ambulatory cattle to be 
used for human food if the animal tests negative for BSE will not 
provide the same level of protection against human exposure to the BSE 
agent that prohibiting these cattle from entering the human food supply 
Will. 

Revised regulatory requirements. Because they present a risk of 
introducing the BSE agent into the human food supply, FSIS has 
determined that the carcasses of non-ambulatory disabled cattle are 
unfit for human food under section 1(m) (3) of the FMIA and that all 
non-ambulatory disabled cattle that are presented for slaughter should 
be condemned. Therefore, FSIS is amending its ante-mortem inspection 
regulations to require the condemnation of non-ambulatory disabled 
cattle presented for slaughter. 

Specifically, FSIS is amending the regulations that prescribe 
fequicements ator, U.o. Suspect “| livestock Jn 9 CFR 309.2 by replacing 
the reference to ~°animals commonly termed “downers' ' in Sec. 

309.2(b) with the term  “non-ambulatory disabled livestock."" FSIS is 
making this modification because there is currently no regulatory 
definition of ~~downer'' and the Agency believes that the term ~non- 
ambulatory disabled'' more accurately describes the cattle that it 
believes should be prohibited for human food. ~°Non-ambulatory disabled 
livestock'' is defined as livestock that cannot rise from a recumbent 
position or that cannot walk, including, but not limited to, those with 
broken appendages, severed tendons or ligaments, nerve paralysis, 
fractured vertebral column, or metabolic conditions. Thus, this 
definition includes livestock that are non-ambulatory due to an acute 
iigucCvelDerOULe tO the Slaugn ler facility, Such as 4a Droken leg, jas 
well as livestock that are non-ambulatory due to an underlying 
pathological condition. 

FSIS is excluding all non-ambulatory disabled cattle from the human 
food supply, regardless of the reason for their non-ambulatory status 
or the time at which they became non-ambulatory. Thus, if an animal 
becomes non-ambulatory in route to the establishment due to an acute 
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injury, it must be humanely removed from the truck, humanely 
euthanized, and the carcass properly disporzed ot Likewise, cattle that 
become non-ambulatory on the establishment premises, such as an animal 
that breaks its leg as it is unloaded from the truck, are also required 
to be humanely moved, humanely euthanized, and the carcass properly 
disposed tof} 

FSIS is also amending the regulations that prescribe requirements 
for dead, dying, disabled, or diseased and similar livestock in 9 CFR 
309.3 to require that non-ambulatory disabled cattle be condemned and 
disposed of in accordance with 9 CFR 309.13. Unless another provision 
in part 309 applies, under Sec. 309.13, condemned livestock must be 
killed by the establishment, if 


[ [Pages eras) s) 


not already dead. Such: animals cannot be taken into the establishment 
to be slaughtered or dressed, or conveyed into any department of the 
establishment that is used for edible products. The carcasses of 
condemned livestock must be disposed of in the manner provided for in 


joeigie Sill. 
Under part 314, condemned carcasses must be disposed of by 
) Ranking, "Fo: ens dvedible rendering (O° CFrRIS14.4)' Fors those 


establishments that do not have facilities for tanking, condemned 
carcasses may be disposed of by incineration or denatured by crude 
carbolater acid; cresylic disinfectant; a formula consisting of. one: part 
ED&C* Now S" green’ coloring,’ 40 parts’ water, 40: parts: liquid detergent, 
and 40 parts oil of citronella, or any other proprietary material 
approved by the Administrator of FSIS (9 CFR 314.3). The Agency is 
aware that many establishments use activated charcoal to denature 
inedible materials. Therefore, FSIS recognizes activated charcoal as a 
proprietary substance approved by the Administrator. 

The? requlations®in GICFR. 311% 27) permit injured Livestock’ tobe 
slaughtered for humane reasons at hours when an inspector is not 
available to perform ante-mortem inspection, provided that the 
carcasses and parts of such animals are kept for inspection. To ensure 
that non-ambulatory disabled cattle are not slaughtered under this 
provision and their carcasses and parts used for human food, FSIS is 
amending’ Si'CFR S11.27 tot prohibit’ the carcasses and parts of carcasses 
from cattle slaughtered on an emergency basis without ante-mortem 
inspection from being used for human food. Without performing ante- 
mortem inspection on cattle slaughtered on an emergency basis, FSIS 
inspection program personnel cannot determine whether the carcasses or 
parts from such cattle came from a non-ambulatory disabled animal, and 
thus cannot find that the carcasses and parts from these emergency 
Slaughter cattle are not adulterated. 


resting Cattle for BSE 


There is no sensitive and reliable live animal test for BSE, and 
the available post-mortem diagnostic tests can only indicate that 
cattle have the disease two to three months before the onset of 
clinical disease or after the onset of clinical disease. Given the 
limitations of the diagnostic tests available today, which are 
conducted on sections of the brain or spinal cord, certain tissues of 
cattle intected with BSE, stch as distal ileum and’ small intestine; may 
contain BSE infectivity even though the diagnostic test will not show 
that the animal has the disease. Thus, exempting materials from cattle 
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that test negative for BSE. from the restrictions in this rulemaking 
will likely not provide the same level of protection as prohibiting 
those materials for use as human food. 

Therefore, under this interim final rule, the use of specified risk 
materials from cattle is prohibited for human food regardless of 
whether the animal has been tested for BSE. FSIS requests comments on 
whether further consideration should be given to exempting cattle that 
have tested negative for BSE from the requirements contained in this 
ftyeerim final rule, “and if so, what testing methods and protocols the 
Agency should accept as providing acceptable and reliable results. 


Request for Comments 


FSIS requests comments on the measures contained in this interim 
final rule, and specifically on whether the Agency has chosen measures 
that are most appropriate for preventing human exposure to the BSE 
agent in the United States. 


Emergency Action 


The Tact that a cow in Washingtom State tested as positive for BSE 
on December 23, 2003, makes this rulemaking necessary on an emergency 
basis. As discussed above, BSE infectivity has been confirmed in the 
brain, eyes, trigeminal ganglia, tonsils, spinal cord, DRG and distal 
ileum. Furthermore, most of these tissues have demonstrated infectivity 
before experimentally infected animals developed clinical signs of 
disease. Thus, BSE infectivity in these tissues is not readily 
ascertainable. Therefore, FSIS has determined that it must take 
immediate action to ensure that materials that could present a 
Significant risk to human health are excluded from the human food 
supply. 

Under these circumstances, the FSIS Administrator has determined 
that prior Notice and opportunity for public comment are contrary to 
the public interest, and that there is good cause, under 5 U.S.C. 553 
for making this rule effective less than 30 days after publication in 
the Federal Register. FSIS will consider comments received during the 
comment period for this interim rule (see DATES above). After the 
comment period closes, the Agency will publish another document in the 
Federal Register. The document will include a discussion of any 
comments received in response to this interim rule and any amendments 
Meade vds 2a result Of Those comments. 

In an effort to ensure that establishments comply with this interim 
fines rule upon publication in the Federal” Register, FSIS will provide 
guidance to inspection program personnel regarding the implementation 
Strategy. At a minimum, FSIS inspection program personnel will be 
directed to meet with management of each affected establishment to 
discuss how and when the establishment expects to complete its 
reassessment of its HACCP plan and to ensure that SRMs and MS (Beef) do 


not adulterate product. 
Executive Order 12866 and Regulatory Flexibility Act 


This rule has been reviewed under Executive Order 12866. It has 
been determined to be economically significant for purposes of 
Executive Order 12866 and therefore, has been reviewed by the Office of 


Management and Budget (OMB). 
The emergency situation surrounding this rulemaking makes timely 
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compliance with Executive Order 12866 and the Regulatory Flexibility 
Ace E°"U58.C. 601 et! sequjeriimpracticable:. 

FSIS is currently assessing the potential economic effects of this 
action. When this work is complete, the Agency will publish a notice of 
availability in the Federal Register and will provide an opportunity 
for public comment. 


Executive Order 12988 


This interim final rule has been reviewed under Executive Order 
12988, Civil Justice Reform. This rule: (1) Preempts State and local 
laws and regulations that are inconsistent with this rule; (2) has no 
retroactive effect; and (3) does not require administrative proceedings 
before parties may file suit in court challenging this rule. However, 
the administrative procedures specified in 9 CFR 306.5. must be 
exhausted before any judicial challenge of the application of the 
provisions of this interim final rule, if the challenge involves any 
decision of an FSIS employee relating to inspection services provided 
under the FMIA or PPIA. 


Paperwork Reduction Act 


In accordance with section 3507(j) of the Paperwork Reduction Act 
SESLIIS) (4.0 5S .C. S50 Meet seq Sh; tthe anformatiomecollectionmtand 
recordkeeping requirements included in this interim final rule have 
been submitted for emergency approval to the Office of Management and 
Budget (OMB). 

Title: Prohibition of the Use of Specified Risk Materials for Human 
Food and Requirements for the Disposition of Non-Ambulatory Disabled 
Cattle. 


{[{Page 1872]] 


Type of collection: New. 

Abstract: Im this anterim final rule, FSIS is requiring that 
establishments that slaughter cattle and establishments that process 
the carcasses or parts of cattle develop written procedures for the 
removal, “segregation, and disposition of SRMs. FSIS is also requiring 
that these establishments maintain daily records sufficient to document 
the implementation and monitoring of their procedures for the removal, 
segregation, and disposition of SRMs, and any corrective actions taken. 
These records are needed for FSIS to verify the effectiveness of an 
establishment's procedures. 

Estimate of burden: FSIS estimates that it will take establishments 
approximately 8 hours to develop written procedures for the removal, 
disposition, and segregation of SRMs. FSIS estimates that an 
establishment will spend about five minutes a day developing an average 
of nine monitoring records, which includes documentation of any 
corrective actions taken, and an additional two minutes a day to file 
each record. 

Respondents: Official establishments that slaughter cattle and 
official establishments that process the carcasses or parts of cattle. 

Estimated Number of Respondents: 2,500. 

Estimated Number of Responses per Respondent: 2,701. 

Estimated Total Annual Burden on Respondents: 807,500 hours. 

Copies of this information collection assessment can be obtained 
from John O'Connell, Paperwork Reduction Act Coordinator, Food Safety 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-025IF.htm 1/12/2004 





































ee i. 
DEM ES aust ..OPeintas dei beitoag?d to a8 sto: poise 


i a2 
| el a 





id ae 
Ge ite . ad 4 
/#itidéxelt) proseloess orc tae “Yasser Beit ee eye 
often teceugmt 4 oe cen ah | 
ity ko 2Jjnetys obmotdy > labtresoy ste ee on rane : 
- #5, fon 6 (ebje\liiw LiiwW YokhopA sae eTaigaep ay 37 ow 4 a Mat : 


shicteqar va Shock, (Dh dna sage Spek “fsbo aa ee 
am af 
ests! dai 
79530 sy! cyseKs geht bev rvs? neck 260 vit duat thine 7H 
(aso! bas siea2 slamees) (1) <elos- soet oie 22.90 Lindo 
om ged 0S) t30lum efy Win 2Hssetetb ny Seevcac? SAeld 


7 
So 7seaesodd av ie@e aS eT rei eTLULes cay egar oy PAG eae aoe 





‘hii = oeipy 2d pilpraelindh ceased fh stale ali BS Reb) 
foum 2. iu Titoe eb bart deme! eeqabtpely se eter 
Th. (idon AN* 40 eppedieds Pet sing. ye 
one viagra’  pisicah~ ole TE) hoe Tews @iomsil ae te 
hebivos>: ‘i¢ >ejant of (GRE *pieg beyol que C7e4. a6. 


Ala? 30 i ile 


IA nol robe cat = 2 


fof! ood thubet svcwe sees ety To COP RSee Gee seee aIN sonainan ted 
ic | deo Jnotac Wik ate nh apes mm. JOCE 2.9 +e} eed | 

evG Alus, Tenis 9 Seti) e irld> oe ‘Sats ita) eerigersa lipase Bit e207 
hite’ 2neMapetam To 27577 et?-oo, fevougge yore rene woh wad 12 


teyit:ll toe <gletwstaM Wek bos binbqe Fo es0 eds 19 AGA 
— itdgeid a). el Fee nom, pee nets! saciid cl to? 23 


een tmp t “a Le 
Jandy piLVaALoas. Ob 2TUD pede hanes aitast: = 
canuged 26d! S% rome idevae par o(iee sees: 
“Aa 259 eenbbsoorG ne J2poM atta ab: ait) 3p. 
ros? gee onle 22. 7159 cetid te pe - 
thes at Jawibltive seiodes yi tes: nie 
Cevumial of1 to) awwebesoug cietd Yo enbse: 
sneles gacl ie syisrenrcs yr-tte eM 
we 36 8c anaes de ody} tery O4 


indie kidé Jes e592) w ar any) $ vias ms 
laveqe? ead vot &Baubssosq) Ba 

We Teyts edeiesiccigesta na 

operete Am, bessaie yao 5 8 
is noid 7 hee Gh 

eLit at gets & wetunta ite 


Docket No. 03-025IF - Prohibition of the Use of Specified Risk Materials fo... Page 24 of 30 


and Inspection Service, USDA, 112 Annex, 300 12th Street, SW., 
Washington, DC 20250 Comments are invited on: (a) Whether the 
collection of information is necessary for the proper performance of 
the functions of the Agency, including whether the information will 
have practical utility; (b) the accuracy of the Agency's estimate of 
the burden of the .collection,iof anformation, vuincluding the validity of 
the methodology and assumptions used; (c) ways to enhance the quality, 
utility, and clarity of the information to be collected, ways to 
minimize the burden of the collection of information on those who are 
to respond, including through the use of appropriate automated, 
electronic, mechanical, or other technological collection techniques, 
or other forms of information technology. Comments may be sent to both 
John O'Connell, Paperwork Reduction Act Coordinator, at the address 
provided above, and the Desk Officer for Agriculture, Office of 
information and Regulatory Affairs, Office of Management and Budget, 
Washington, DC 20253. To be most effective, comments should be sent to 
OMB within 30 days of the publication date ofmthis interim final’ rule. 


Government Paperwork Elimination Act (GPEA) 


FSIS is committed to achieving the goals of the GPEA, which 
requires that Government agencies, in general, provide the public with 
the option of submitting information or transacting business 
electronically to the maximum extent possible. Under this interim final 
rule, records that document the implementation and monitoring of an 
establishment's procedures for the removal, segregation, and 
disposition of SRMs may be maintained on computers, provided that the 
establishment implements appropriate controls to ensure the integrity 
of the electronic data. Allowing establishments to comply with the 
required recordkeeping requirements will reduce data collection time, 
and information processing and handling by the regulated industry and 
Bois. 


Addmeuona Wali luGEaNot bareat wom 


Public awareness of all segments of rulemaking and policy 
development is important. Consequently, in an effort to better ensure 
that minorities, women, and persons with disabilities are aware of this 
final interim final rule and are informed about the mechanism for 
providing their comments, KSiS willjannounce it and provide copies of 
this Federal Register publication in the FSIS Constituent Update. FSIS 
provides a weekly FSIS Constituent Update, which is communicated via 
fax to over 300 organizations and individuals. In addition, the update 
is available on line through the FSIS Web page located at http://www.fsis.u 
The update is used to provide information regarding 


FSIS policies, procedures, regulations, Federal Register notices, FSIS 
public meetings, recalls, and any other types of information that could 
affect or would be of interest to our constituents/stakeholders. The 
eConstatuent fax dist, consists) of industry,? trade), andufarmirgroups, 
consumer interest groups, allied health professionals, scientific 
professionals, and other individuals that have requested to be 
included. Through these various channels, FSIS as able to provide 
information to a much broader, more diverse audience. For more 
information, and, to»be added, to) the constituentifax dast, fax your 
tequest to, the Congressional and) Public»Afiairs Office; atie(z02)) 720- 
5704. 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-025IF .htm 1/12/2004 
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Ante-mortem inspection, Disposition of carcasses. 
2 (CR Jeane Sale, 

Post-mortem inspection, Disposition of carcasses. 
work wart si) 

Post-mortem inspection, Disposition of carcasses. 


SEGHR Park 33 


EBntry*into officral “establishments, reinspection and preparation of 
products. 


Seerk Parts) 
Food grades and standards, Food labeling, Meat inspection. 
0 
For the reasons discussed in the preamble, FSIS is amending 9 CFR 
Chapter III as follows: 


PART 309--ANTE-MORTEM INSPECTION 


0 
few Tie-auvhority citation for part 309"continues to read™as follows: 


Pia moprty ise PUToeee “OUl-695; 7 CPR 2.14, 2.00% 
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0 
#a Pabagrapw (bd) ‘of Secs 309.2) is reviisediito read as follows: 


Sec. 309.2 Livestock suspected of being diseased or affected with 
certain conditions; identifying suspects; disposition on post-mortem 
inspection or otherwise. 


aS) Bite Org gt gh aps 


(b) All seriously crippled animals and non-ambulatory disabled 
livestock shall be identified as U.S. Suspects and disposed of as 
provided in Sec. 311.1 of this subchapter unless they are required to 
be classed as condemned under Sec. 309.3. Non-ambulatory disabled 
livestock are livestock that cannot rise from a recumbent position or 
that cannot walk, including, but not limited to, those with broken 
appendages, severed tendons or ligaments, nerve paralysis, fractured 


vertebral column, or metabolic conditions. 
* * * * * 


0 
3. Section 309.3 is revised by adding a new paragraph (e) to read as 
follows: 


seen. 950973) Dead, dying, disabled, or diseased and similar livestock. 


Fe eg Oe ae Je 


(e) Non-ambulatory disabled cattle shall be condemned and disposed 
CEminraccordances with Secees309ab3s 


PART \310==POST-MORTEM INSPECTION 


0 
a-olhetauthority citataon-fortparteslOhecontinues, toyreadsas. follows: 


ANCHOR L Cy.) 2IeUSSlCom60lSe695; 7 CFR 2.18, 2.53. 


0 
5. A new Sec. 310.22 is added to read as follows: 


Sect" 310.225 Specified risk materials’ from cattle and their, handling 
andy disposition: 


(a) The following materials from cattle are specified risk 
materials: 

(1) The brain, skull, eyes, trigeminal ganglia, spinal cord, 
vertebral column (excluding the vertebrae of the tail, the transverse 
processes of the thoracic and lumbar vertebrae, and the wings of the 
sacrum), and dorsal root ganglia of cattle 30 months of age and older; 

(2) The tonsils of all cattle; and 

(3) The distal ileum of all cattle. To ensure effective removal of 
the distal ileum, the establishment shall remove the entire small 
intestine, and shall dispose of it in accordance with Sec. Sec. 314.1 
Gnecl4-3 of this subchapter. 

(b) Specified risk materials are inedible and shall not be used for 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-025IF.h 1/12/2004 
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human food. 

(c) Specified risk materials shall be disposed of in a ‘ordancve 
with See. Gece. 31471 or 4214.3 of this subchapter. 

(d) Procedures for the removal, segregation, and disposition of 
specified risk materials. 

(1) Establishments that slaughter cattle and establishments that 
process the carcasses or parts of cattle shall develop, implement, and 
maintain written procedures for the removal, segregation, and 
disposition of specified risk materials. The establishment shall 
incorporate such procedures into its HACCP plan or in its Sanitation 
SOP or other prerequisite program. 

(2) Establishments that slaughter cattle and establishments that 
process, the carcasses or parts of cattle must take appropriate 
corrective action when either the establishment or FSIS determines that 
the establishment's procedures for the removal, segregation, and 
disposition of specified risk materials, or the implementation or 
maintenance of such procedures, have failed to ensure that such 
materials are adequately and effectively removed from the carcass of 
cattle, segregated from edible materials, and disposed of in accordance 
With paragraph (c) of this section. 

(3) Establishments that slaughter cattle and establishments that 
process the carcasses or parts of cattle shall routinely evaluate the 
effectiveness of their procedures for the removal, segregation, and 
disposition of specified 


[ [Page 1874} ] 


risk materials in preventing the use of these materials for human food 
and shall revise the procedures as necessary whenever any changes occur 
that could affect the removal, segregation, and disposition of 
specified risk materials. 

(4) Recordkeeping requirements. (i) Establishments that slaughter 
cattle and establishments that process the carcasses or parts of cattle 
shall maintain daily records sufficient to document the implementation 
and monitoring of the procedures for the removal, segregation, and 
disposition of the materials, listed,in, paragraph (a) of this, section, 
and any corrective actions taken. 

(ii) Records required by this section may be maintained on 
computers provided that the establishment implements appropriate 
controls to ensure the integrity of the electronic data. 

(iii) Records required by this section shall be retained for at 
beast: one year and shall be accessible to FSIS. All such, records shall 
be maintained at the official establishment 48 hours following 
completion, after which they may be maintained off-site provided such 
records can be made available to FSIS within 24 hours of request. 

(e) The materials listed in paragraph (a) (1) of this section will 
be deemed to be from cattle 30 months of age and older unless the 
establishment can demonstrate that the materials are from an animal 
thatawas, younger than. 30, months of age at the. tame of slaughtex. 


PART 311--DISPOSAL OF DISEASED OR OTHERWISE ADULTERATED CARCASSES 
AND PARTS 


0 
Se icmaat hor CyveciiLat von ton pant Sl lycontinnues to read as follows: 


PueieEiey 2 Usa. OUL=695;, 4% CER 2017. 2505. 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-025IF htm 


1/12/2004 


a 
wae 









































(at -e A etsnsni G9 Dellinayetaaey aartc eoitientay’ a 
7 a 


7 


g 7 7 
fos oy s P tietsuelG ad j fads sip crenen a patna < 
A = a _— 
icasiecue. Sig? 2o 2. oe eae 
(WHIT 26 76h oan, ikvegorTe se (= et wih} 1 etzebe Oy : 


aiciee lind 


t ’ Gav ES et yetrouste, Jac? @ ; 
’ ite) oe 3 Se > : 72S 26 paar af i zeae 
i no Cisce- ,lLevones @it-su° & we Tee, 
Liars zomflesigusve wl -slervetag Anta no al 
POF i! 2 t Pale S08) 222 "0308 en og 


she Ooi, Othe Lope sena- 
4h togmddeyed Suncotetes Shree eee inne sate 
nde iiettr rate, «lr ies’ to. S225 ee 2 

PAS jee OG? twill fe gate Tees 
: ; s , pvonwa wt ug? ) yeaa en€ Pe ay; 
fi at 25 i 2 re Jes) Fe 1 na Lh cohen ae 
“« A . HoOrLhe.y eet ~— Be mata vw 


£4 . 5 74 af bi ee Ee Zé te iGF ce _ 258 eae 
i a a 24> Ta (el 


| - 






aer’s) wh i “et le +o) £03 ats” 48LL ae oy 1 1LSit Cate : 
reL ie sde) i nad 


(in < 


| oleae 4 sALii | 2heaétetag..4 eect 10 Sen on3. gearooverad als? rete 
ek aspeeos “es ae dy Wuataounn =e seatlendig’ eA Slee 
ia AGG wis ivi (ROP ILEZ AIP Sts popsr bape 5d #pSbts 
elalresse 
= aw & ius - im cate ie 
ay awe piiin sed. Ti 2 POLAR D EA = 


wh 94 a7 169 4 Lease ses Sh su oT™, san? gl denret 
6) Sees Am. art ‘emtnah ot I0eetetiee 2ON05e= wi <7 
bes .nulsivetise , Laveney at. -.) serene sat 2 
0 AS TO (el epenesten. or Stale ee oe whem 


9a fees “aot ES 
] hietiien sd /Yar neiciet AL YS tat h ape 
AT. 940) Gh peeowelgnt draetee See zee ait¥, 2 id ¥ ; 
aseb 2 atios Sse. 63,8¢ Par pest Wares 
@ 29k fo bite, 84 Theme Tbh soes Elace 
(lena etc0se ot LLA ese? oF eiaze tig 
nie i of @B Segue eee 
fon” HeblOs rn Aa oo beriet ea = 
ideeaimy ie pana bt z inp 3 
Lliw. OQ) thw 48-8 hh 
af? ereliny celle cae 
| hrs ne RSF. ee ate 
sme jum atte e 


Docket No. 03-025IF - Prohibition of the Use of Specified Risk Materials fo... Page 29 of 30 


Sec. SLI 2 [Amended] 


0 

Jeesection. 211.20 is amended as follows: 

0 

an By AnNserting, of all livestock except for cattle’’ in the first 
sentence after.» thescarcass and,aliyparts’’ sand before ~“ shall be kept 
FOr.inspection'". 

0 


b. By adding the following new sentence at the end of the paragraph: 
“*The parts and carcasses of cattle slaughtered in the absence of an 
inspector shall not be used for human food.'' 


PART 318--ENTRY INTO OFFICIAL ESTABLISHMENTS; REINSPECTION AND 
PREPARATION OF PRODUCTS 


0 
Cie meithOrley scleabvon for part 218 is revised to read as follows: 


De nOmuEy wee Ge ebout,. 4a), 90l-Lo0e; 2 Uls.C. GOl-6957 7 
CEI Loy EL vae « 


Sec. 318.6 [Amended] 


0 
SRD Cee LOM oon OmlSmamendead sas tol Lows: 
0 
a 


Paragraph (b)(1) is amended by removing the word ~*cattle'' and 
adding the following new sentence at the end of the paragraph: 
~*Casings from cattle may be used as containers of products provided 
the casings are not derived from the small intestine.'' 


0 ; 

b. Paragraph (b) (4) is amended by adding the following new sentence at 
the end of the paragraph: ~ ~Detached spinal cords from cattle 30 months 
of age and older shall not be used as raw materials for edible 
rendering.'' ; 

0 


c. Paragraph (b) (8) is amended by adding the following new sentence at 
the end of the paragraph: “~The small intestine of cattle shall not be 
used in any meat food products or for edible rendering.'' 


PART 319--DEFINITIONS AND STANDARDS OF IDENTITY OR COMPOSITION 


0 
DOpme ner auenority citation for part Sl9 <continues to read as’ follows: 


POeNOGlcy al olvo.e. eo O, LIU L= LOO; a2 Ue. Ga OOl= 695) 7 CER 
CAT hes ie Paeraes RS ie 


0 

Wiyecectivon 519.5 is amended as follows: 

0 

a. A new paragraph (b) is added to read as follows: 


htto://www.fsis.usda.gov/OPPDE/rdad/FR Pubs/03-025IF.htm 1/12/2004 
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Sec. 319.5 Mechanically Separated Species. 


Cd a Sm AE, 


(b) Mechanically Separated (Beef) is inedible and prohibited for 


use as human food. 
* * * * * 


Hone al Washington, “DC; on Vanuary, 7; 2004. 
Garry L. McKee, 
Administrator. 
[FR Doc. 04-625 Filed 1-8-04; 1:43 pm) 
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UNITED STATES DEPARTMENT OF AGRICULTURE 
FOOD SAFETY AND INSPECTION SERVICE 
WASHINGTON, DC 
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FSIS NOTICE 


INTERIM GUIDANCE FOR NON-AMBULATORY DISABLED CATTLE AND 
AGE DETERMINATION 


I. PURPOSE 


This FSIS notice provides Veterinary Medical Officers (VMOs) guidance for 
implementing new regulatory requirements regarding non-ambulatory disabled cattle 
and procedures for determining by dentition whether cattle are 30 months of age and 
older. 


ll. BACKGROUND 


FSIS issued three regulations and a notice in the Federal Register on January 12, 
2004, in response to the diagnosis by USDA of a positive case of Bovine Spongiform 
Encephalopathy (BSE) in an adult Holstein cow in the State of Washington. These 
regulations and the notice will prevent human exposure to materials that scientific 
studies have demonstrated as containing the BSE agent in cattle infected with the 
disease. This FSIS notice provides VMOs guidance in implementing the policy 
contained in docket #03-025IF (“Prohibition of the Use of Specified Risk Materials for 
Human Food and Requirements for the Disposition of Non-Ambulatory Disable Cattle’), 
that non-ambulatory disabled cattle are unfit for human food. In addition, this FSIS 
notice provides VMOs guidance on distinguishing cattle 30 months of age and older 
from younger cattle. Although cattle of any age must have the tonsils and entire small 
intestine disposed of as inedible, cattle 30 months of age and older have additional 
specified risk materials (SRMs) that also may contain the BSE agent in cattle infected 
with the disease. These SRMs must be disposed of as inedible. Consequently, VMOs 
must verify that the carcasses and parts of cattle 30 months of age and older are 
properly identified and handled. 


Among other requirements, the new regulations at 9 CFR 309.2(b) state that non- 
ambulatory disabled livestock, including cattle, are livestock that cannot rise from a 
recumbent position or that cannot walk, including, but not limited to, those with broken 
appendages, severed tendons or ligaments, nerve paralysis, fractured vertebral column 
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or metabolic conditions. The new regulation at 9 CFR 309.3(e) states that non- 
ambulatory disabled cattle shall be condemned. Consequently, these cattle, which may 
be on the premise housing the slaughter establishment, cannot enter the slaughter 
establishment. 


Non-ambulatory disabled cattle are considered unfit for use as human food. This 
determination is derived from Title 1, Section 1(m)(3) of the Federal Meat Inspection 
Act. Specifically, 


The term "adulterated" shall apply to any carcass, part thereof, 

meat or meat food product under one or more of the following 
circumstances: if it consists in whole or in part of any filthy, putrid, or 
decomposed substance or is for any other reason unsound, unhealthful, 
unwholesome, or otherwise unfit for human food 


Non-ambulatory disabled cattle remain subject to the provisions of the Humane 
Slaughter Act, its implementing regulations, and FSIS Directive 6900.1, Revision 1. 


lll. VMOs RESPONSIBILTIES REGARDING NON-AMBULATORY DISABLED 
CATTLE 


A. What actions do VMOs take when non-ambulatory disabled cattle are 
presented for slaughter? 


1. The VMO is responsible for conducting ante-mortem inspection on all non- 
ambulatory disabled cattle, of any age, presented for slaughter. All non-ambulatory 
disabled cattle are to be U.S. condemned. VMOs also are to continue to condemn all 
cattle that are showing central nervous system (CNS) symptoms, even if the animal is 
ambulatory. Cattle condemned upon ante-mortem inspection cannot enter the 
slaughter establishment. 


2. The VMO is to contact the Animal and Plant Health Inspection Service 
(APHIS) Area Veterinarian-in-Charge (AVIC) to allow APHIS the opportunity to collect 
BSE surveillance samples. APHIS is primarily interested in cattle that are 20 months of 
age and older and cattle showing signs of CNS disorder. Therefore, if cattle show signs 
of CNS disorder or are non-ambulatory disabled, and there is reason to believe that 
they are 20 months of age or older, VMOs are to make this known to the AVIC so the 
AVIC has an opportunity to collect a surveillance sample from the condemned animals. 


a. If a sample is collected for the APHIS BSE Surveillance program from 
condemned cattle, VMOs are to ensure that ali animal identification is maintained. The 
VMO should maintain control of the tested animal(s) until the establishment documents 
how the animal(s) will be properly disposed. 


b. If the AVIC determines that it is not possible for APHIS personnel to get to 
the slaughter establishment, the AVIC will let the VMO know and the VMO is to proceed 
in verifying that the establishment properly disposes of the animal. 


FSIS NOTICE 


B. What do VMOs verify regarding condemnation? 


1. VMOs are to verify that the establishment has properly disposed of animals in 
accordance with 9 CFR 309.13 and 9 CFR 314, and maintains the records required by 
9 CFR 320. In the preamble to the new regulations contained in docket #03-025IF, 
FSIS recognizes activated charcoal as a proprietary substance approved by the 
Administrator that can be used for proper disposal in addition to the provisions at 9 CFR 
314 for properly disposing of condemned carcasses. 


2. At the request of the owner or operator, condemned cattle can be set apart 
and held for treatment (9 CFR 309.13(b)). Treatment is to be performed under the 
supervision of an FSIS program employee or designee of the District Manager. In 
addition, if cattle are to be released for a purpose other than slaughter 
(9 CFR 309.13(d)), the operator of the official establishment or the owner of the 
livestock must first obtain permission for the movement of such livestock from the local, 
State, or Federal livestock sanitary official having jurisdiction. 


3. The VMO can inform the establishment that landfills are an acceptable option 
for disposal. 


C. What form do the VMOs use to document condemnation? 


VMOs are to complete condemnation certificates for cattle condemned on ante- 
mortem using FSIS Form 6000-13, Condemnation Certificates. 


D. What do VMOs do if cattle are ambulatory at ante-mortem inspection and 
become non-ambulatory disabled prior to slaughter? What is the disposition of 
the animal? 


If an otherwise normal healthy animal that has passed ante-mortem inspection and 
is on its way to the knock box and suffers an acute injury (e.g., if the animal falls or if an 
animal has a leg that gets trapped and broken), the VMO should verify that the animal 
suffered such an acute injury and allow the animal to proceed to slaughter and post- 
mortem inspection. FSIS would expect such situations to be extremely rare because 
cattle, when handled and moved under proper humane handling conditions, should not 
be injured while being moved in the pens. For cattle that become non-ambulatory 
disabled after ante-mortem inspection, if the VMO cannot determine that a specific, 
acute injury occurred that caused the animal to become non-ambulatory disabled, the 
animal is to be condemned and cannot enter the slaughter establishment. 


E. What is the responsibility of the Consumer Safety Inspection/Inspector-in- 
Charge in an official slaughter establishment where the VMO is not located on 
premise? 


If nonambulatory disabled cattle are presented for ante-mortem inspection, the 
CSI/IIC is to hold the animal until the VMO can arrive to perform ante-mortem on the 
animal and condemn it. 


IV. VMO RESPONSIBILTIES FOR AGE DETERMINATION 


A. VMOs are to examine establishment records that report the age of cattle 
because cattle 30 months of age and older contain additional SRMs beyond those for 
cattle of any age. The documentation may be in the form of: 


1. a birth certificate, 

2. cattle passport, or 

3. some other form of identification that is presented with the animal when it 
arrives for slaughter 


B. If VMOs conclude that the records are accurate and reliable, the records will be 
accepted as verification of the age of the cattle. 


C. However, if VMOs examine the records and find significant reasons for 
questioning their validity, they are to verify the age of the cattle through dental 
examination. 


D. VMOs are to consider cattle to be 30 months and older when the examination 
of the dentition of the animal shows that at least one of the second set of permanent 
incisors has erupted (see attachment). FSIS recognizes that the permanent incisors of 
cattle erupt from 24 through 30 months of age, but the Agency has determined that the 
described dentition procedure will be most protective of public health. 


E. VMOs on patrol assignments are to correlate with inspection program 
personnel at slaughter establishments. 


Direct questions to the Technical Service Center 


/s/ Philip S. Derfler 


Assistant Administrator 
Office of Policy and Program Development 
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Attachment 


The detention depicted below represents 
animals less than 30 months of age. 


Full set of 8 temporary teeth Full set of 8 temporary teeth, 
on young calf. at about 15 months of age 


Erupting first set of permanent incisor. Erupted first set of permanent incisor. 


Temporary incisors 


Erupting third permanent incisor, top 
of tooth NOT above gum line, 
animal less than 30 months of age. 








The detention depicted below represents animals 30 months 
of age or older. 


Erupting forth permanent incisor. 
First set permanent incisors 


Erupted third permanent incisor 
(with top corners of the tooth above 
the gum line), animal 30 months of 
age or older. 


Erupted third permanent incisor, top 
of tooth above gum line, animal 30 
months of age. 


Full set of permanent incisors, 
animal over 48 months of age. 


Four permanent incisor, (with 
top corners of the second set 
above the gum line), animal 30 
months of age or older. 


Age 72 months, medial incisors Age 120 months or older, 
showing wear and leveled tops. permanent incisors showing wear 
and space between the teeth. 
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UNITED STATES DEPARTMENT OF AGRICULTURE 


FOOD SAFETY AND INSPECTION SERVICE 
WASHINGTON, DC 


FSIS NOTICE 





QUESTIONS AND ANSWERS, REGARDING THE AGE 
DETERMINATION OF CATTLE AND SANITATION 


I. PURPOSE 
The Agency is issuing this notice to clarify: 


1. that documentation, rather than dentition, can be the primary means of determining the age of 
animals and to describe the types of documentation that have proven to provide an accurate and reliable 
basis for making this determination. 


2. how inspection program personnel should verify that sanitation of equipment has been properly 
conducted when there is a possibility of contamination by specified risk materials (SRMs) 


PART I — Determination of the Age of Cattle 


The age of cattle is determinative of which parts of cattle are SRMs as defined in 9 CFR 310.22. The 
guidance provided by the following questions and answers clarifies the types of records that an 
establishment may use to identify and to separate cattle that are younger than 30 months of age from 
cattle that are 30 months of age and older. VMOs are to conduct the procedures found in FSIS Notice 9- 
04 to verify that an establishment is following the procedures, as incorporated into its HACCP, 
Sanitation SOPs, or prerequisite program for determining the age of cattle. 





Documentation, rather than dentition, provides the best means for determining the age of cattle. 
While dentition can be useful in the absence of documentation, it only provides a means of making 
general determinations about age. Documentation provides the means to specifically age the animals. 
Thus, establishments that separate cattle based on whether they are younger or older than 30 months of 
age may rely on documentation. This does not preclude the use of dentition if documentation is not 
available. 


As set out in FSIS Notice 9-04, inspection program personnel are to verify that if an establishment 
separates cattle that are younger than 30 months of age from cattle that are 30 months of age and older it 
follows its procedures for identifying and separating the cattle and is making appropriate determinations. 





While performing verification activities related to the age of cattle, inspection program personnel are 
to verify, in establishments using documentation, that the records support the establishment’s 
determinations. If the records do not support the determinations, inspection program personnel are to 
verify that the establishment takes the appropriate corrective action under 9 CFR 417.3(a) or (b). 


Page 2 of 4 


NOTE: Hands-on dentition examinations are not to be used to determine the adequacy of the 
documentation. If a VMO is unsure as to whether the plant’s procedures aie adequate, he or she is to 
contact the Technical Service Center for technical assistance. 


While performing verification activities related to the age of cattle, inspection program personnel are 
to verify, in establishments using dentition, that the establishment’s determinations are consistent with 
the guidance provide in FSIS 5-04. If the determinations made by the establishment are not consistent 


with the guidelines, inspection program personnel are to verify that the establishment takes the 
appropriate corrective action under 9 CFR 417.3(a) or (b). 


QUESTIONS AND ANSWERS 


Question: What are the characteristics of documentation that have proven to be an accurate and reliable 
means for determining the age of cattle offered for slaughter? 


Answer: The characteristics of documentation that is most useful in determining the age of cattle 
offered for slaughter are: 


1. Documentation (e.g., records or certificates) that can be related to individual cattle and not 
just information about an entire lot, and 


2. Documentation that provides evidence of age that goes back to the farm where the cattle 
were born, including the name and the address of the owner. 


Question: What are examples of accurate and reliable documentation from the farm or ranch where the 
cattle were born? 


Answer: The following are examples of farm or ranch documentation: 


1. pregnancy check records (checks for individual cows and the results of the check for each 
one), : 


2. records of which cows were in a herd when a bull was put in with the herd, and when the 
bull was removed from the herd (to determine start of gestation), 


3. records that document when individual cows were artificially inseminated, 


4. calving records that document where (i.e., name and address of the producer) and when a 
calf was born, or 


5. identification applied to calves (e.g., records from branding, electronic ear IDs, or ear 
tags). 


Question: What are examples of accurate and reliable documentation from the feedlot where the cattle 
were held? 


Answer: The following are examples of feedlot documentation: 


1. Documentation that identifies the date that the cattle entered the feedlot and were given 
individual identification (e.g., eartags) and documentation that the producer provides with the 
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cattle as they enter feedlot that includes on-farm records, and 


i. the cattle have individual identification (e.g., eartags) that were placed on them 
on the farm, or 


ii. the entire herd of cattle are certified as being born on the farm during a 
specific range (e.g., certification that a group of Angus cattle were born during the 
calving season of Spring 200X or Fall 200X) and based on the information the feedlot 
identifies each animal individually (e.g., eartags). 


NOTE: When calving birthing ranges are provided, the oldest possible age based on the ranges should 
be assigned to the group of cattle. 


2. Medication records or worming records at the feedlot that tie back to when the animal was 
received by the feedlot and identify the producer. The feedlot could use these records to identify 
the producer, who then could state when the cattle were born. 


PART II - Sanitation 


When an establishment is slaughtering or processing cattle 30 months and older and cattle 
younger than 30 months of age, what should inspection program personnel look for when verifying that 
the equipment (e.g., saws and knives) is properly cleaned and sanitized between carcasses or parts? 


If separate equipment is used for cutting through SRMs OR if the establishment segregates the 
two age groups and slaughters or processes the younger group first, then routine operational sanitation 
procedures apply (in accordance with 9 CFR Part 416). For example: 


e The establishment uses a dedicated saw to split the carcass from cattle 30 months and 
older. 


e The establishment uses a knife to cut through the edible portions of the carcass and a 
separate saw to only cut through the vertebral column (e.g. when quartering a 
carcass). 
Any equipment that is used to cut through SRMs (vertebral column, spinal cord, dorsal root 
ganglion, etc. of cattle 30 months and older) must be cleaned and sanitized before being used on 
carcasses or parts from cattle less than 30 months. For example: 


e Splitting carcasses of mixed age groups in the slaughter department. 


e Breaking quarters of mixed age groups into smaller portions in the fabrication 
department. 


e A knife that is used to sever the head from the carcasses of mixed age groups. 
NOTE: The equipment need not be cleaned to a pre-operational state before sanitizing. The organic 
materials must be removed to ensure adequate sanitization (this is similar to what is required when a saw 


cuts through an abscess). 


For technical assistance contact the Technical Service Center. 


/s/ Philip S. Derfler 


Assistant Administrator 
Office of Policy and Program Development 


DISTRIBUTION: Inspection Offices; | NOTICE EXPIRES: 3/01/05 OPI: OPPD 
T/A Inspectors; Plant Mgt; T/A Plant 
Mgt; TRA; ABB; TSC, Import Offices 





For Further Information Contact: 

Food Safety and Inspection Service 
Regulations and Directives Development Staff 
Telephone: 202-720-5627 

Fax: 202-690-0486 

E-mail: FSIS.Regulations@fsis.usda.gov 


FSIS is in the process of developing a mechanism for electronic 
submittal of comments via e-mail — stay posted. 





Send mail to webmaster with questions or comments about this web site. 
Last modified: January 30, 2004 
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| Teaching Workshop 


Bovine Spongiform Encephalopathy (BSE) 


Specified Risk Materials (SRMs) 


Specified Risk Materials (SRMs) 


» On January 12, 2004, FSIS published an 
interim final rule on Specified Risk Materials 
(SRMs) and requirements for non-ambulatory 
disabled cattle. 

a SRMs only apply to cattle. 


= Definition: 
a Specified Risk Materials are inedible and cannot 
be used in human food. 





SRM Requirements 


« Apply to all beef plants: 















a Federal 
a State 

a Custom-Exempt 
a Imports 






Specified Risk Materials (GRMs) 


a In all cattle: 













a Tonsils 


a Distal ileum of the small intestine 

e Only the distal ileum is a Specified Risk Material, but 
the entire small intestine must be removed and not used 
for human food. 









Identifying Age of Cattle for Slaughter 


s One of a plant's first activities should be to 
identify the age of cattle, because the SRMs 
are different for cattle 30 months of age and 
older. 














a !f the plant does not have records on the age and 
is not using dentition, it should handle all 

carcasses and parts as if they were from cattle 30 
months of age and older. 










| SRMs — In cattle 30 months and older 


a Brain 
a Skull 
» Eyes 


= Trigeminal ganglia 
a Spinal cord 





SRMs — In cattle 30 months and older 


# Dorsal root ganglia (DRG) 
# Vertebral column, excluding 
a Vertebrae of the tail 


a Transverse process of the thoracic and lumbar 
vertebrae 


a Wings of the sacrum 
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Reasons for Prohibiting these Parts 


# It is generally accepted that in animals with 
clinical BSE disease, the brain and spinal 
cord contain the greatest concentration of the 
BSE agent. 

a Except for the skull and vertebral column, SRMs 


have demonstrated infectivity either in cattle 
naturally or experimentally. 
a The skull and vertebral column are included 
because they contain the trigeminal ganglia (skull) 
or the spinal cord and DRG (vertebral column). 






















SRMs — Plant Responsibilities 


= Federal, State, and plants importing into the 
U.S. must: 


a Implement and maintain written procedures for the 
removal, segregation, and disposition of SRMs. 


a Incorporate these procedures into HACCP Plans, 
Sanitation SOPs or other prerequisite programs. 


a Have corrective action provisions. 
=» Custom-exempt plants: 


a Must comply with the adulteration provisions of 
the FMIA. (SRMs must be handled as inedible). 















| SRMs — Plant Responsibilities 









a Plants must: 


a Maintain daily records to document 
implementation and monitoring of procedures for 
the removal, segregation, and disposition of 
SRMs. 

a Make these records available to FSIS inspection 

program personnel upon request. 










| Recommended Procedures 


# If plants slaughter both young cattle and 
cattle 30 months and older: 







a Recommend that young cattle be slaughtered first 
a If cattle 30 months of age and older are 
slaughtered first, sanitize equipment and verify 
there is no cross-contamination of carcasses 












| Acceptable Procedures 


s In cattle 30 months of age and older, after 
carcass-splitting: 
a Is acceptable to remove visible spinal cord with 
knife trimming. 


a To clean equipment, utilize the provisions of 9 
CFR 416. 


SRMs — Plant Responsibilities 


« Processing plants must: 


a Segregate/identify bone-in product from cattle 30 
months of age and older in order to properly 
address SRM removal and control. 

a Recognize that T-bone or porterhouse steaks and 

bone-in rib roasts can no longer come from cattle 

30 months of age and older. 









disposition of SRMs. 

- Incorporate these procedures into 
HACCP plans, Sanitation SOPs or other 
prerequisite programs. 

¢ Have corrective action provisions. 

- Ensure that SRMs are completely 
removed from carcass, segregated from 
edible products, and appropriately 
disposed of. 

« Maintain daily records to document 
implementation and monitoring of 
procedures for the removal, segregation, 
and disposition of SRMs. 

¢ Make those records available to FSIS 
personnel upon request. 

(Interim final rule and request for comments 

was published January 12, 2004.) 

FSIS Responsibilities: 

In addition to normal inspection 

procedures: 

- Ensure the adequacy and effectiveness of 
a plant’s procedures. 

- Verify age of cattle by using a 
combination of procedures: 

—Examine records that document age 

of cattle slaughtered in the plant. 
—Determine if at least one of the 

permanent incisors has erupted (which 

occurs at 24-30 months of age). 

—In plants which only process carcasses 
and parts, verify age through plant 
records. 

—If plant does not have the records, 
instruct it to handle all carcasses and 
parts as if from cattle 30 months of age 
and older. 

(Interim final rule and request for comments 

was published January 12, 2004.) 




































FSIS Responsibilities: 

« Normal inspection verification procedures 
for HACCP, Sanitation SOPs, and post- 
mortem inspection. 

« Verifying corrective actions. 























¢ FSIS will develop compliance guidelines 
for small and very small plants to assist 
them in developing validated methods 

for meeting SRM requirements. 








Prohibition of the Use of Specified Risk Materials for Human Food 


















PART 310—POST-MORTEM INSPECTION 
4. The authority citation for part 310 continues to 
read as follows: 

AUTHORITY: 21 U.S.C. 601-695; 7 CFR 2.18, 
253% 

5. A new § 310.22 is added to read as follows: 

§ 310.22 Specified risk materials from cattle and 
their handling and disposition. 

(a) The following materials from cattle are 
specified risk materials: 

(1) The brain, skull, eyes, trigeminal stifle 
spinal cord, vertebral column (excluding the 
vertebrae of the tail, the transverse processes of the 
thoracic and lumbar vertebrae, and the wings of 
the sacrum), and dorsal root ganglia of cattle 30 
months of age and older; 

(2) The tonsils of all cattle; and 

(3) The distal ileum of all cattle. To ensure 
effective removal of the distal ileum, the 
establishment shall remove the entire small 
intestine, and shall dispose of it in accordance with 
§§ 314.1 or 314.3 of this subchapter. 

(b) Specified risk materials are inedible and shall 
not be used for human food. 

(c) Specified risk materials shall be disposed of in 
accordance with §§ 314.1 or 314. 3 of this 
subchapter. 

(d) Procedures for the removal, segregation, and 
disposition of specified risk materials. 

(1) Establishments that slaughter cattle and 
establishments that process the carcasses or parts 
of cattle shall develop, implement, and maintain 
written procedures for the removal, segregation, 
and disposition of specified risk materials. The 
establishment shall incorporate such procedures 
into its HACCP plan or in its Sanitation ee or 
other prerequisite program. 

(2) Establishments that slaughter cattle and 
establishments that process the carcasses or parts 
of cattle must take appropriate corrective action 
when either the establishment or FSIS determines 
that the establishment’s procedures for the 
removal, segregation, and disposition of specified 


New Regulatory Language 


What it means 


The following have been identified as 
specified risk materials from all cattle and 
are prohibited from use in human food: 
e Tonsils 
e Distal ileum (a part of the small 
intestine; in order to ensure that the 
distal ileum is appropriately disposed 
- of, the entire small intestine is 
inedible; the distal ileum does not 
have to be removed from the small 
intestine for disposal) 

















































The following have been identified as 
specified risk materials from cattle that are 
30 months of age or older and are prohibited 
from use in human food: 
e Brain 
e Skull 
e Eyes 
e Trigeminal ganglia (contained within 
the skull) 
Spinal cord 
- e Vertebral column (excluding the 
vertebrae of the tail, the transverse 
processes of the thoracic and lumbar 
vertebrae, and the wings of the 
sacrum) 
e Dorsal root ganglia (contained within 
the vertebral column) 



























































Specified risk materials must be disposed of 
according regulations prescribed in 314.1 or 
314.3. 















Establishments that slaughter cattle must: 


















e develop, implement and maintain 
written procedures for the removal, 
segregation and disposition of 








risk materials, or the implementation or 
maintenance of such procedures, have failed to 
ensure that such materials are adequately and 
effectively removed from the carcass of cattle, 
segregated from edible materials, and disposed of 
in accordance with paragraph (c) of this section. 







(3) Establishments that slaughter cattle and 
establishments that process the carcasses or parts 
of cattle shall routinely evaluate the effectiveness 
of their procedures for the removal, segregation, 
and disposition of specified risk materials in 
preventing the use of these materials for human 
food and shall revise the procedures as necessary 
whenever any changes occur that could affect the 
removal, segregation, and disposition of specified 
risk materials. 



















(4) Recordkeeping requirements. (i) 
Establishments that slaughter cattle and 


| establishments that process the carcasses or parts 
of cattle shall maintain daily records sufficient to 
document the implementation and monitoring of 
the procedures for the removal, segregation, and 
disposition of the materials listed in paragraph (a) 
of this section, and any corrective actions taken. 

(ii) Records required by this section may be 
maintained on computers provided that the 
establishment implements appropriate controls to 
ensure the integrity of the electronic data. 

(i11) Records required by this section shall be 
retained for at least one year and shall be 
accessible to FSIS. All such records shall be 
maintained at the official establishment 48 hours 
following completion, after which they may be 
maintained off-site provided such records can be 





















(e) The materials listed in paragraph (a)(1) of 
this section will be deemed to be from cattle 30 
months of age and older unless the establishment 
can demonstrate that the materials are from an 
animal that was younger than 30 months of age at 
the time of slaughter. 












made available to FSIS within 24 hours of request. 


specific risk materials. These 





procedures must be included in 
HACCP plans or in Sanitation SOP 
or other prerequisite programs. 


take corrective action when either the 
establishment or FSIS deems that the 
procedures are not effective in 
keeping specified risk materials out 
of human food. 


review and evaluate, on a routine 
basis, the effectiveness of their 
procedures for removal, segregation 
and disposition of specified risk 
materials, a make revisions to their 
procedures when necessary. 







keep daily records that document the 
implementation and monitoring of 
procedures for removal, segregation, 
and disposition of specified risk 
materials and any corrective actions 
that have been taken 


O 





records may be kept on 
establishment’s computer that 
have appropriate controls to 
ensure integrity of electronic 
data 

records will be kept for at 
least one year and accessible 
to FSIS 

records shall be maintained 
by the establishment 48 hours 
after completion and may be 
maintained off-site but must 
be available to FSIS within 
24 hours of request 

records relate to specified risk 
materials from cattle 30 
months of age or older at time 
of slaughter 





PART 311-DISPOSAL OF DISEASED OR 
OTHERWISE ADULTERATED CARCASSES 
AND PARTS 

6. The authority citation for part 311 
continues to read as follows: 

AUTHORIT Y221 U.S.C: 601-695: 7 CER 
1 AW as): 

7. Section 311.27 is amended as follows: 

a. By inserting “of all livestock except for 
cattle” in the first sentence after “the carcasses and | An inspector must be present to perform 
all parts” and before “shall be kept for inspection”. | ante-mortem and post-mortem inspection. 

b. By adding the following new sentence at 
the end of the paragraph: “The parts and carcasses 
of cattle slaughtered in the absence of an inspector 
shall not be used for human food.” 




















Part 311.27 no longer applies to cattle. 











|New Regulatory Language | Whatitmeams 
PART 318—ENTRY INTO OFFICIAL 
ESTABLISHMENTS; REINSPECTION AND 
PREPARATION OF PRODUCTS 

8. The authority citation for part 318 is amended 
to read as follows: 

AUTHORITY: 7 U.S.C. 138f, 450, 1901-1906; 21 
US. C_ 601-6954 InCER 2. 182.53, 

9. Section 318.6 is amended as follows: 

a. Paragraph (b)(1) is amended by 
removing the word “cattle” and adding the 
following new sentence at the end of the 
paragraph: “Casings from cattle may be used as 
containers of products provided the casings are not 
derived from the small intestine.” 

b. Paragraph (b)(4) is amended by adding 
the following new sentence at the end of the 
paragraph: “Detached spinal cords from cattle 30 
months of age and older shall not be used as raw 
materials for edible rendering.” 

c. Paragraph (b)(8) is amended by adding 
the following new sentence at the end of the 
paragraph: “The small intestine of cattle shall not 
be used in any meat food products or for edible 
rendering.” 























Small intestines from cattle cannot be used 
for product casings. 
























Detached spinal cords from cattle that are 
30 months of age or older can no longer be 
used for edible rendering. 













Small intestines can no longer be used in 
any meat food product or for edible 
rendering. 







New Regulatory Language What it means 


10. The authority citation for part 319 continues to 
read as follows: 


AUTHORITY: 7 U.S.C. 450, 1901-1906; 21 
WES! C2 601-695 GF Re 2255) 
11. Section 319.5 is amended as follows: 
a. A new paragraph (b) is added to read as 


follows: 
§ 319.5 Mechanically Separated Species. 
* KOK KK 
(b) Mechanically Separated (Beef) is inedible and | The Agency is banning MS(beef) for use as 
prohibited for use as human food. human food. MS (beef) is not eligible to 
b. Sections (c)-(d) are reserved. bear the mark of inspection. 





Regulatory Changes 
NOTE:The interim final rule which includes the preamble and these 


changes can be found in Tab 3 under Non-Ambulatory Disabled 
Cattle. 


Prohibition of the Use of Specified Risk Materials for Human Food 
And Requirements for the Disposition of Non-Ambulatory Disabled Cattle 
List of Subjects 
9 CFR Pare 30S 
Ante-mortem inspection, Disposition of carcasses. 
QeaCkR Part /310 
Post-mortem inspection, Disposition of carcasses. 
9aCERePart<311 
Post-mortem inspection, Disposition of carcasses. 
eGeReParte318 


Entry into official establishments, reinspection and preparation of 
products. 


SEGERwP awe Siro 


Food grades and standards, Food labeling, Meat inspection. 


0 
For the reasons discussed in the preamble, FSIS is amending 9 CFR 


Chapter III as follows: 
PART 309--ANTE-MORTEM INSPECTION 


0 
1. The authority citation for part 309 continues to read as follows: 


BuGhoRLiy: e241 eU e69Cr 60126955. 37 «CER 32 a1]; M2sS4 


0 
2. Paragraph’ (b) ,of (Sec. "309.2 Is revised*to*read as+ follows: 


Sec. 309.2 Livestock suspected of being diseased or affected with 
certain conditions; identifying suspects; disposition on post-mortem 
inspection or otherwise. 


ae eK ie ai 


(b) All seriously crippled animals and non-ambulatory disabled 


livestock shall be identified as U.S. Suspects and disposed of as 
provided in Sec. 311.1 of this subchapter unless they are required to 
be classed as condemned under Sec. 309.3. Non-ambulatory disabled 
livestock are livestock that cannot rise from a recumbent position or 
that cannot walk, including, but not limited to, those with broken 
appendages, severed tendons or ligaments, nerve paralysis, fractured 


vertebral column, or metabolic conditions. 
ee KER ek 


0 
3. Section 309.3 is revised by adding a new paragraph (e) to read as 
follows: 


Sec. 309.3 Dead, dying, disabled, or diseased and similar livestock. 


Kak Ri kK, 


(e) Non-ambulatory disabled cattle shall be condemned and disposed 
Of Mim accordance with Sec. S0°-13- 


PART 310--POST-MORTEM INSPECTION 


0 
4. The authority citation for part 310 continues to read as follows: 


AUChORCy 2) Uso. Cc. 601-699; wi CPReZn tC, 200. 


0 
5. A new Sec. 310.22 is added to read as follows: 


Sec. 310.22 Specified risk materials from cattle and their handling 
and disposition. 


(a) The following materials from cattle are specified risk 
materials: 

(1) The brain, skull, eyes, trigeminal ganglia, spinal cord, 
vertebral column (excluding the vertebrae of the tail, the transverse 
processes of the thoracic and lumbar vertebrae, and the wings of the 
sacrum), and dorsal root ganglia of cattle 30 months of age and older; 

(2) “The tonsils) of all. cattle; and 

(3) The distal ileum of all cattle. To ensure effective removal of 
the distal ileum, the establishment shall remove the entire small 
intestine, and shall dispose of it in accordance with Sec. Sec. 314.1 
or 314.3 of this subchapter. 

(b) Specified risk materials are inedible and shall not be used for 
human food. 

(c) Specified risk materials shall be disposed of in accordance 
with Sec. Sec. 314.1 or 314.3 ofthis subchapter. 

(d) Procedures for the removal, segregation, and disposition of 
specified risk materials. 

(1) Establishments that slaughter cattle and establishments that 
process the carcasses or parts of cattle shall develop, implement, and 
maintain written procedures for the removal, segregation, and 
disposition of specified risk materials. The establishment shall 
incorporate such procedures into its HACCP plan or in its Sanitation 
SOP or other prerequisite program. 


(2) Establishments that slaughter cattle and establishments that 
process the carcasses or parts of cattle must take appropriate 
corrective action when either the establishment or FSIS determines that 
the establishment's procedures for the removal, segregation, and 
disposition of specified risk materials, or the implementation or 
Maintenance of such procedures, have failed to ensure that such 
materials are adequately and effectively removed from the carcass of 
cattle, segregated from edible materials, and disposed of in accordance 
with paragraph (c) of this section. 

(3) Establishments that slaughter cattle and establishments that 
process the carcasses or parts of cattle shall routinely evaluate the 
effectiveness of their procedures for the removal, segregation, and 
disposition of specified 


[{Page 1874]] 


risk materials in preventing the use of these materials for human food 
and shall revise the procedures as necessary whenever any changes occur 
that could affect the removal, segregation, and disposition of 
specified risk materials. 

(4) Recordkeeping requirements. (i) Establishments that slaughter 
cattle and establishments that process the carcasses or parts of cattle 
shall maintain daily records sufficient to document the implementation 
and monitoring of the procedures for the removal, segregation, and 
disposition of the materials listed in paragraph (a) of this section, 
and any corrective actions taken. 

(ii) Records required by this section may be maintained on 
computers provided that the establishment implements appropriate 
controls to ensure the integrity of the electronic data. 

(iii) Records required by this section shall be retained for at 
least one year and shall be accessible to FSIS. All such records shall 
be maintained at the official establishment 48 hours following 
completion, after which they may be maintained off-site provided such 
records can be made available to FSIS within 24 hours of request. 

(e) The materials listed in paragraph (a) (1) of this section will 
be deemed to be from cattle 30 months of age and older unless the 
establishment can demonstrate that the materials are from an animal 
that was younger than 30 months of age at the time of slaughter. 


PART 311--DISPOSAL OF DISEASED OR OTHERWISE ADULTERATED CARCASSES 
AND PARTS 


0 
eo arhewealthority. citation forepart 3sflcontinuesimto read tasidgllows: 
RUGHORUte yewaal Woe CO. O01 =695;097 CFRIZ 2), 2.00. 


Sec. 311.27 #£.[Amended] 


Section 311.27 is amended as follows: 


(SSS) 


a. By inserting ~*of all livestock except for cattle'' in the first 
sentence after ~*the carcass and all parts'' and before ~*shall be kept 
for inspection". 

0 


b. By adding the following new sentence at the end of the paragraph: 
~““The parts and carcasses of cattle slaughtered in the absence of an 
inspector shall not be used for human food.'' 


PART 318--ENTRY INTO OFFICIAL ESTABLISHMENTS; REINSPECTION AND 
PREPARATION OF PRODUCTS 


0 
8. The authority citation for part 318%is revised to read "as -follows: 


AUCHOTL Ey: = / 00s on Cee Oot 4070 LOU Greene Uo Cree OO lO a7 umd 
CER eZee oO; aren oe 


Sec. Sls [Amended] 


0 
9. Section 318.6 is amended as follows: 
0 
ale 


Paragraph (b)(1) is amended by removing the word ~*cattle'' and 
adding the following new sentence at the end of the paragraph: 
~*Casings from cattle may be used as containers of products provided 
the casings are not derived from the small intestine.'' 


0 

b. Paragraph (b) (4) is amended by adding the following new sentence at 
the end of the paragraph: ~~Detached spinal cords from cattle 30 months 
of age and older shall not be used as raw materials for edible 
rendering.'' 

0 

c. Paragraph (b) (8) is amended by adding the following new sentence at 
the end of the paragraph: ~*The small intestine of cattle shall not be 


used in any meat food products or for edible rendering.'' 
PART 319--DEFINITIONS AND STANDARDS OF IDENTITY OR COMPOSITION 


0 
10. The "authority citation for part =319 continues to read’ as follows: 


AUCROLLUV ia oUa5 C2 0450,. 1901-1906 re 2 US Caso 0d 695mm eCE hk. 
Zolola te eo 


0 

11. Section 319.5 is amended as follows: 

0 

a. A new paragraph (b) is added to read as follows: 


Sec. 319.5 Mechanically Separated Species. 


ke ok kek 1k 


(b) Mechanically Separated (Beef) is inedible and prohibited for 
use as human food. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
FOOD SAFETY AND INSPECTION SERVICE 
WASHINGTON, DC 










| 1-23-04 


FSIS NOTICE 


VERIFICATION INSTRUCTIONS FOR THE INTERIM FINAL RULE REGARDING 
SPECIFIED RISK MATERIALS (SRMs) IN CATTLE 


I. PURPOSE 


This notice provides Veterinary Medical Officers (VMOs) with the methodology to use 
when verifying that an establishment has properly designed procedures to meet the 
requirements of 9 CFR 310.22 for the removal, segregation, and disposition of specified 
risk materials (SRMs). Also, this notice provides inspection program personnel with 
instructions for verifying that an establishment is executing its programs so that there is 
- proper removal, segregation, and disposal of SRMs. 


| NOTE: At some establishments that do not slaughter but that process bone-in parts of 
cattle carcasses, an Enforcement Investigation Analysis Officer may be called upon to 
perform the verification of the design of the procedures in the absence of an available 


VMO. 
ll. REGULATORY REQUIREMENTS 
A. What are the regulatory requirements related to SRMs? 


9 CFR 310.22(a) defines SRMs as: 


(1) the brain, skull, eyes, trigeminal ganglia, spinal cord, vertebral column 
(excluding the vertebrae of the tail, the transverse processes of the thoracic and lumbar 
vertebrae, and the wings of the sacrum), and dorsal root ganglia (DRG) of cattle 30 


months of age and older, and 


(2) the tonsils and the distal ileum (for which removal of the distal ileum must 
be achieved by disposing of the entire small intestine) of all cattle.. 





NOTICE EXPIRES: 2-01-05 





DISTRIBUTION: |nspection Offices; OPI: OPPD 


T/A Inspectors; Plant Mgt; T/A Plant 
Mgt; TRA; ABB; TSC, Import Offices — 








9 CFR 310.22(b) and (c) state that SRMs are inedible and shall not be used for 
human food and shall be disposed of in accordance with 9 CFR 314.1 and 314.3. 


B. What are establishments required to do in regard to SRMs? 


9 CFR 310.22 states that establishments that slaughter cattle and establishments that 
process the carcasses or parts of cattle shall develop, implement, and maintain written 
procedures that are incorporated into their HACCP plan, or in their Sanitation SOP or 
other prerequisite program for the removal, segregation, and disposal of SRMs. 


Ill. VERIFICATION FOR THE DESIGN OF PROCEDURES FOR SRMs 


A. As described in FSIS Notice 4-04, VMOs are to verify that an establishment has 
reassessed its hazard analysis to determine what steps, if any, are necessary to ensure 
that its products are free of materials that present a risk of transmitting BSE. 


B. VMOs are to verify into which programs (i.e., HACCP plans, Sanitation SOPs, or 
prerequisite programs) the establishment incorporated any procedures adopted as a 
result of its reassessment. All establishments may include their procedures in one or 


more of these programs. 


1. If an establishment determines that SRMs are a hazard reasonably likely to 
occur in its process, VMOs are to verify that the establishment has designed controls 
and incorporated them into its HACCP plan in accordance with 9 CFR part 417. 


2. If an establishment determines that SRMs are not a hazard reasonably likely 
to occur because of procedures in its Sanitation SOPs, VMOs are to verify that the 
procedures and documentation supporting the establishment's determination are 
available for review under 9 CFR 416.14 and 417.5. 


3. If an establishment determines that SRMs are not a hazard reasonably likely 
to occur because of procedures in a prerequisite program that the establishment has 
implemented, VMOs are to verify that the procedures and supporting documentation 
are available for review under 9 CFR 417.5. 


C. VMOs should verify that the establishment has designed its monitoring, 
- verification, recordkeeping, and corrective actions, including reassessment as 
appropriate, to effectuate its HACCP plans, Sanitation SOPs, and other supporting 
prerequisite programs. 


D. Examples of questions that may be asked to verify the design of the 
establishment's procedures to remove, segregate, and dispose of SRMs include: 


1. Has the establishment adopted procedures designed to identify the cattle to 
be slaughtered that are 30 months of age and older? 


NOTE: If the establishment identifies in its hazard analysis that all cattle will be 
considered 30 months of age and older, it is not necessary for the establishment to 
have evidence about the proof of the age of the cattle. 
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2. Has the establishment adopted procedures designed to ensure the complete 
and proper removal of SRMs? 


3. Has the establishment adopted procedures designed to ensure that SRMs 
are segregated from edible product? 


4. Has the establishment adopted procedures designed to ensure that SRMs 
are disposed of in a manner that will prevent cross-contamination with edible product? 


NOTE: The vertebral columns from cattle 30 months of age and older do not have to 
be removed during the slaughter operation. However, if they are not removed in the 
slaughter operation, procedures should be put in place to ensure that the vertebral 
columns are adequately identified as being from cattle 30 months of age and older, and 
that the means of identification transfers with the vertebral columns until they are 


appropriately disposed of as inedible. | 


5. Has the establishment adopted control procedures designed either (1) to not 
allow bone-in beef from cattle 30 months of age and older into the establishment, or 
(2) to ensure that such product (e.g., vertebral columns for AMR) is handled in an 
appropriate manner (e.g., by ensuring that SRMs are removed and disposed of 
appropriately)? Has the establishment implemented verification measures to ensure 
that the control procedures are followed? 


E. If an establishment has failed to reassess its hazard analysis, the VMOs should 
document in a decision memorandum to the District Office (DO) the eiledle to ciyetste 
the issuance of a Notice of Intended Enforcement Action (NOIE). 


IV. VERIFICATION PROCEDURES FOR INSPECTION PROGRAM PERSONNEL 


A. Inspection program personnel are to verify the proper execution of the HACCP 
plans or the prerequisite programs, while conducting HACCP 01 or 02 procedures as 
~ set out in FSIS Directive 5000.1, Revision 1, or-while verifying the effectiveness of 
Sanitation SOPs under 01B or 01C procedures. Inspection program personnel are to 
perform the verification activities related to SRM removal in conjunction with the other 
food safety concerns by reviewing records (e.g., looking at HACCP monitoring records), 
observing plant employees performing procedures (e.g., observing plant employee | 
performing a dentition examination), or by conducting hands-on inspection verification 
procedures (e.g., verify adequacy of Sanitation SOP procedures). 


B. Inspection program personnel should verify that the establishment is conducting 
monitoring, verification, recordkeeping, and corrective actions, including reassessment 
as appropriate, to effectuate its HACCP plans, Sanitation SOPs, and other supporting 


prerequisite programs. 


C. Post-mortem on-line verification duties 


Head and Carcass inspection: 


1. When on-line inspection program personnel perform individual carcass or 
head inspection and observe visible (readily identifiable) SRMs on edible portions of the 
product, the establishment may recondition the entire carcass or head by knife 


trimming. 


2. On-line inspection program personnel are to notify the VMO or, if unavailable, 
other off-line inspection program personnel when there is evidence that an 
establishment's SRM control program is ineffective (for example, when repeated 
presentation of contaminated heads or carcasses for post-mortem inspection at the rail 
and head inspection station indicates failure to control SRM contamination). 


3. The VMO or other off-line personnel will perform the appropriate HACCP or 
Sanitation SOP procedures to evaluate the process. 


V. ENFORCEMENT 


What enforcement actions do Inspection program personnel take when finding 
noncompliance? 


If VMOs or off-line personnel determine the process failed to prevent SRMs from 
adulterating product, they are to issue a NR under the appropriate procedure code and 
mark the appropriate trend indicator as described in FSIS Directive 5000.1, Revision 1, 
Chapters | (Sanitation) Il (HACCP) and IV (Enforcement) and verify that the 
establishment takes the corrective actions required by 9 CFR 417.3(a) or (b) or 416.15. 
If the procedures are under a prerequisite program, inspection program personnel are 
to verify that the establishment reassesses the HACCP plan to determine whether the 
decisions made in the Net analysis continue to support the use of the prerequisite 


program. 


If the establishment does not properly implement procedures (e.g., recordkeeping), 
inspection program personnel are to issue a NR under the appropriate procedure code 
and mark the appropriate trend indicator as described in FSIS Directive 5000.1, | 
Revision 1, Chapters | (Sanitation) Il (HACCP) and IV (Enforcement) and verify that 
the establishment takes the immediate and further planned actions to correct the 


noncompliance. 


. Refer questions to the Technical Service Center. 


/s/ Philip S. Derfler 


Assistant Administrator 
Office of Policy and Program Development 


FSIS NOTICE 9-04 
Attachment 1 


Types of questions inspection program personnel may seek answers to while’ 
verifying that an establishment is properly Tens its procedures to remove, 
segregate, and dispose of SRMs. 


1. Is the establishment properly implementing its procedures to segregate 
animals 30 months of age and older? 


NOTE: If the establishment identifies in its hazard analysis that all cattle will be 
considered 30 months of age and older, it is not necessary for the establishment to 
have evidence about the proof of the age of the cattle. 


2. Is the establishment properly implementing its written procedures to remove, 
segregate, and dispose of SRMs? 


3. Is the establishment cleaning and sanitizing equipment, (e.g., cleaning and 
sanitizing the splitting saw prior to use on cattle younger than 30 months if used after 
slaughtering cattle 30 months of age and older)? 


4. Is the establishment maintaining daily records sufficient to document the 
implementation and monitoring of the procedures for the removal, segregation, and 
disposition of SRMs? 


5. Is the establishment including documentation with the shipped products 
identifying them as from cattle 30 months and older? Has it considered this step in its 
hazard analysis? Does it have procedures to ensure that the SRMs are removed at the 
receiving establishment? 


6. Is the establishment routinely evaluating the effectiveness of their procedures 
for the removal, segregation, and disposition of SRMs in preventing the use of these 
materials for human food? 


7. If an establishment determines that its process failed to remove SRMs, 
inspection program personnel are to verify that the establishment implements corrective 
actions in accordance with 9 CFR 417.3(a) or (b) (under HACCP), 9 CFR 416.15 (under 
Sanitation SOPs). If the procedures are under a prerequisite program, inspection 
program personnel are to verify that the establishment reassesses the HACCP plan to 
determine whether the decisions made in the hazard analysis continue to support the 
use of the prerequisite program. 


8. Is the establishment taking appropriate immediate and further planned 
action when it identifies that it failed to properly implement its procedures 
(e.g., recordkeeping). 
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BSE Surveillance 




















| Teaching Workshop 


Bovine Spongiform Encephalopathy (BSE) 


BSE Surveillance 


FSIS 








| BSE Surveillance - Responsibilities 


s The Animal and Plant Health Inspection 
Service (APHIS) has primary responsibility 
for BSE surveillance activities and the actual 
testing. 

a FSIS has responsibility to notify APHIS of 
opportunities for testing. 

a If asample is taken, FSIS will no longer allow the 
mark of inspection to be applied until the result 
from the APHIS testing comes back negative. 





New FSIS Requirements 


= On January 12, 2004 FSIS issued two 
notices regarding our activities for BSE 
surveillance 


















a The Bovine Spongiform Encephalopathy 
Surveillance Program (published in the Federal 
Register) 

a Interim Guidance for Non-Ambulatory Disabled 
Cattle and Age Determination (for FSIS inspection 

personnel) 









Non-ambulatory Disabled Cattle 


= Cannot be slaughtered 













» Cannot enter the slaughter plant 


FSIS VMO Responsibilities 


:. FSIS Veterinary Medical Officers (VMOs) 
conduct ante-mortem inspection on all 
abnormal cattle presented for slaughter. 


a VMOs must condemn cattle which are: 
a Dead and dying. 
a Non-ambulatory disabled. 


a Show symptoms of central nervous system (CNS) 
disorders, even if ambulatory. 








When VMOs Contact APHIS 


» FSIS VMO contacts APHIS Area 
Veterinarian-in-Charge (AVIC) in these 
cases: 

a If cattle are non-ambulatory disabled, 


a If cattle show signs of CNS disorders, 


a And, if there is reason to believe such cattle are 
20 months of age or older. 





FSIS VMO Responsibilities 


« If a sample is collected for the APHIS BSE 
Surveillance program, FSIS VMO: 













a Ensures that all animal identification is 
maintained. 










a Maintains control of the animal until the plant 
documents how it will properly dispose of the 
animal. 






FSIS VMO Responsibilities 


s The APHIS Veterinarian-in-Charge notifies 
the FSIS VMO if it is not possible for APHIS 
personnel to get to the slaughter plant. 

















a In that case, the FSIS VMO: 

a Maintains control of the animal until the plant 
decuments proper disposal. 

a Ensures the animal is humanely euthanized. 

a Verifies disposal of the carcass. 










| FSIS VMO Responsibilities 


® Verifies that the plant has properly disposed 
of the animals. 
a In accordance with 9 CFR 309.13 and 9 CFR 320. 


« Maintains the records required by 9 CFR 320. 


« Verifies rendering requirements met. 
a 9 CFR 309.13, 9 CFR 314.1 and 314.3 





| Condemned Cattle — Treatment 


a At the request of the owner or operator, 
condemned cattle can be set apart and held 
for treatment. (9 CFR 309.13) 


a Treatment must be performed under the 
supervision of an FSIS program employee or 
designee of the District Manager. 

a The owner or operator must first obtain 
permission for the movement of such cattle from 
the local, State, or Federal livestock sanitary 

Official having jurisdiction. 
















Further Information 










» | urge you to review your workbooks. What | 
have discussed today is in: 


a FSIS Notice 5-04, Interim Guidance for Non- 
Ambulatory Disabled Cattle and Age 
Determination. 

a FSIS Notice published in the Federal Register, 

Bovine Spongiform Encephalopathy Surveillance 

Program. 


| Teaching Workshop 


Bovine Spongiform Encephalopathy (BSE) 


APHIS BSE Surveillance Program 


Targeted surveillance 


>Non-ambulatory animals 

> Dead stock 

> Field CNS Cases and on-farm suspects 

> Veterinary Diagnostic Laboratory data 

> Public health laboratories 

>CNS condemns at slaughter and other 
antemortem condemns in certain 
categories 





| Surveillance goals 


» Surveillance at a level sufficient to find 1 case per 1 
million adult cattle, 95% confidence 
s Based on estimates of targeted high risk population 
a Non-ambulatory — 195,000 
a Broader estimate, including deads and other condemns — 
600,000 
» Adult cattle population — 45 million 















Surveillance goals 


» Estimate high risk population 
a FSIS condemns (CNS, emaciation, tetanus, 
deads, injuries, moribund) — 194,225 
a CNS on farm FAD’s — 129 


a Dead on farm of unknown causes (NAHMS, 
NASS estimates) — 340,000 


= Total — 534,354 
# Rounded total estimate = 600,000 
















Surveillance goals 


a» FY 02 and FY 03 - goal was 12,500 
a Based on estimate of non-ambulatory animals as 
targeted population (195,000) 
= FY 04 - goal is at least 40,000 
a Based on broader estimate of targeted population 
(600,000) 
a Statistical calculation is 38,462 samples 
necessary, rounded up to 40,000 








Surveillance: 
US Regions 





US Regional Goals 


BSE Surveillance (through 12/31/03) 









FY02 | FY03 FY04 


Goal 


FY04 





















































| BSE Surveillance: Yearly totals 


May 1990 — FY 2004 (thru 12/31/2003) 









20,543 

















Surveillance: NVSL Bovine Brain 


Submissions FY 93-04 
(through 12/31/03) 


















197720277 
FA 18560 




















495 465 584 855 731 
199 223 266 219 344 651 - 
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93 94 95 96 97 98 99 '00 ‘01 ‘02 '03 ‘04 
Fiscal Years 










{@ Total Submissions & "Downers" (fallen stock) & Dead stock| 















Adustments to U.S. BSE Surveillance? 


















>Our surveillance objective remains the same 
>Have taken an even more conservative approach by 
re-evaluating the size of our at-risk population 
and Increasing the number sampled 
>Bulk of the sampling still dead ’ 
and non-ambulatory animals 
(on farm, renderers, pet food 
plants) H 
> Will adjust geographic sampling § 
distributions if needed 


| What are we asking of FSIS? 


= Call APHIS-Veterinary Services if you 
condemn an adult animal ante-mortem for 
CNS signs — as requested in the past 








= Call APHIS-Veterinary Services if you 
condemn an adult animal ante-mortem for 
non-ambulatory disabled. 


Bovine Spongiform Encephalopathy (BSE) 
Surveillance Program and Holding Procedures 


Previous Requirements Current Requirements 
Before January 12, 2004 Beginning January 12, 2004 
Situation: Situation: 
« No BSE positives had been found in the - The first BSE positive for a cow in the 
US. U.S. was confirmed on December 25, 
2003. 
Testing for BSE: Testing for BSE: 
Animal and Plant Health Inspection Service Animal and Plant Health Inspection Service 
(APHIS) tested cattle for BSE: (APHIS) tests cattle for BSE: 
« Cattle that FSIS personnel condemned ¢ Cattle that FSIS personnel condemn 
because they showed possible symptoms because they show possible symptoms of 
Of BSE: BSE. 
This included non-ambulatory disabled - FSIS no longer allows non-ambulatory 
cattle, which were allowed to be disabled cattle to be slaughtered. The 
slaughtered in certain cases. owner is responsible for having the 
Random samples from brains of cattle that animal humanely euthanized. APHIS 
appeared to be healthy (surveillance). will sample the carcass for BSE at an 


inedible rendering facility. 

- APHIS will continue BSE surveillance 
and testing at an increased rate. 

« APHIS veterinarians send samples to 
USDA’s National Veterinary Services 
Laboratories. 

(A notice was published on January 12, 

2004.) 

Inspection procedures — FSIS: Inspection procedures — FSIS: 

- “Inspected and passed” mark of inspection |- “Inspected and passed” mark of 
applied to carcasses and parts from cattle inspection will not be applied to 
that were selected for testing by APHIS carcasses and parts from cattle that are 
for BSE, before the results were received. selected for testing by APHIS for BSE. 
Recommended that plants hold carcasses |-+ Is developing a Directive to instruct 
until test results wee received. inspection program personnel on 
procedures. 

(A notice was published on January 12, 

2004.) 
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[Federal Register: January 12, 2004 (Volume 69, Number 7) ] 

[Notices] 

[Page 1892] 

From the Federal Register Online via GPO Access [wais.access.gpo.gov] 
PDOCT DR: fri2)a04—135) 


[[Page 1892] ] 


DEPARTMENT OF AGRICULTURE 
Food Safety and Inspection Service 


[Docket No. 03-048N] 


Bovine Spongiform Encephalopathy Surveillance Program 
AGENCY: Food Safety and Inspection Service, USDA. 


ACTION: Notice. 


SUMMARY: The Food Safety and Inspection Service (FSIS) is announcing 
that2e will no, longer pass and tapply the mark. of Gmspect ion ‘to the 
Carcasses and pants from cattle that are selected for testing by USDA"s 
Animal and Plant Health Inspection Service (APHIS) for Bovine 
Spongiform Encephalopathy (BSE) until the sample is determined to be 
negative. 


FOR FURTHER INFORMATION CONTACT: Daniel L. Engeljohn, Ph.D., Executive 
Associate, Office of Policy and Program Development, Food Satety and 
Inspection Service, 1400 Independence Avenue SW., Washington, DC 20250- 
SOO mune? Os) eAOior OA 


SUPPLEMENTARY INFORMATION: The mission of the U.S. Department of 
Agriculture (USDA) is to enhance the quality of life for the American 
Pecplesby ensuring) aisaie;wartordable, nutnitious, wand accessible food 
supply. APHIS is responsible for ensuring animals and plant health. 
Pols is) responsible for protecting the, Nation's meat, poultry,”-and egg 
PreduUCtsasipply, making, sure) itis) Sate,” wholesome, nob) adulterated; 
and properly labeled and packaged. These two agencies lead USDA's 
program activities fon prevention, monitoring, and ‘control of bovine 
spongiform encephalopathy (BSE) in cattle: and in vthe U.S. food supply. 
BSE, widely referred to as ~ mad-cow disease,'' is a chronic 
degenerative disease affecting the central nervous system (CNS) of 
@eheic Ile 

To prevent the entry into commerce of meat and meat food products 
that are adulterated, FSIS inspection program personnel perform ante- 
Sncepost-mortem inspection of cattle that: are slaughteredsin the’ United 
States. As part of the ante-mortem inspection, FSIS inspection program 
peusonnel look for symptoms of disease, including signs of CNS 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-048N .htm 1/12/2004 
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"Subscribe to the Constituent Update Listserv''’ link, then fill out 


and submit the form. 


Done at Washington, DC on January 7, 2004. 
Cammy wi. MeKkee, 
Administrator. 
(aR Does, 04-627) billed 1-38-04 Vie 43) pom) 


http://www.fsis.usda.gov/OPPDE/rdad/FR Pubs/03-048N.htm 1/12/2004 
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Advanced Meat Recovery (AMR) 
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| Teaching Workshop 


Bovine Spongiform Encephalopathy (BSE) 


Advanced Meat Recovery (AMR) 





| New Requirements for AMR—Beef 


s On January 12, 2004, FSIS published: 
a 3 interim final rules with requests for comments 
and one notice. 


a In response to the December 25, 2003 confirmed 
positive of BSE in a cow in the U.S. 















s One rule added new requirements for AMR. 






Advanced Meat Recovery (AMR) 


=» AMR systems: 
o Enable processors to remove attached skeletal 
muscle tissue from livestock bones without 
incorporating significant amounts of bone and 
bone product into the final meat product. 
















a When used properly, the product from AMR 
systems is comparable to meat derived by hand 
deboning. 





Advanced Meat Recovery (AMR) 


« AMR systems 


a Use hydraulic pressure to emulate the physical 
action of hand-held high-speed knives to remove 
skeletal muscle tissue from bone. 










a Application of pressure detaches meat from the 
bones in a “hard separation” process. 





tee E ec ocententie ance 


=» USDA commissioned the Harvard Center for 
Risk Analysis to conduct a risk assessment 
for BSE: 


a Indicated that the most important means by which 
low-risk tissue can become contaminated is 
through the use of AMR systems that can leave 
spinal cord and dorsal root ganglia (DRG) in the 
recovered meat product. 


FSIS 2002 Survey of AMR Products 


=» For seven months, FSIS collected samples 
from AMR systems that used beef vertebrae 
as source material. 


a Tested for the presence of spinal cord and DRG. 

a Only 12% of plants were able to produce final 
AMR product with no spinal cord or DRG ona 
consistent basis. 








Prohibited from Use in AMR 


= As of January 12, 2004, meat derived from 
AMR systems cannot contain the following 

parts from any livestock: 

a Brain 

a Spinal cord 

a Dorsal root ganglia (DRG) 

a Trigeminal ganglia 

a Significant amounts of bone solids or marrow 


















Prohibited from Use in AMR 


# In addition, for cattle 30 months of age and 
older: 


a Skulls and vertebral column bones are prohibited 
from use in AMR systems. 















| New AMR Requirements 


» To ensure that AMR systems are nota 
means of introducing central nervous system 
(CNS)-type tissue into product labeled as 
“meat”. 


a In addition, FSIS has determined MS(Beef) to 
be inedible and prohibits it from use as 
human food. 





Plant Responsibilities - AMR Beef 


s In addition to meeting all existing regulatory 
requirements, plants which produce AMR 
beef must: 


















a Reassess their hazard analysis to determine if 
there is a hazard reasonably likely to occur. 


s AMR regulatory changes are likely to affect the hazard 
analysis. 





| Plant Responsibilities - AMR Beef 


a Ensure that the AMR production process is in 
control in order to prevent the introduction of 
central nervous system (CNS)-type tissue into 
product labeled as “meat”. 


a Have these control procedures and recordkeeping 
included in the HACCP plan, Sanitation SOP, or 
other prerequisite program. 


Plant Responsibilities - AMR Beef 


a Maintain records on the entire AMR process 
control system on a daily basis. 


= Previously, recordkeeping requirements applied only to 
the calcium criteria. 


a Make those records available to FSIS inspection 
program personnel upon request. 


| Plant Responsibilities - AMR Beef 


a Observe bones entering the AMR system. 













a Test product exiting the AMR system. 






a Determine how and when the plant will test AMR 
product for calcium, iron, spinal cord, and DRG. 


s May use testing methods which are not as sensitive as 
the method FSIS uses, but are less expensive. 






AMR from All Livestock 


= AMR from livestock other than cattle must 
also meet the new requirements. 


a Only differences: 
a There are no Specified Risk Materials (SRMs) for 
other livestock. 


a HACCP plan does not have to be reassessed, but 
the program must be documented in writing. 





FSIS Responsibilities 


« In addition to present inspection procedures, 
inspection program personnel will: 
















a Take samples from plants which produce AMR 
products, to ensure that prohibited tissues are not 
in the product. 

a Verify plant testing, using validated histological 

procedures. 






FSIS Responsibilities 


» FSIS is developing inspection procedures, 
and methodology, including those for 
sampling and testing. 















Enforcement 


= If a plant's AMR system repeatedly fails to 
produce product free of prohibited materials, 
it will not be allowed to produce AMR meat 

from vertebrae. 











Food Safety and Inspection Service (FSIS) Requirements for 
Advanced Meat Recovery (AMR) — Beef 


Advanced Meat Recovery (AMR) is an industry technology that removes muscle and other 
edible tissue from the bone of beef carcasses under high pressure without incorporating bone. 
The machinery separates meat by scraping, shaving or pressing the muscle and edible tissue 
away from the bones. Bones must emerge essentially intact and in their natural shape. 

Under Food Safety and Inspection Service (FSIS) regulations, AMR product can be labeled 
as “meat.” 


Because BSE was confirmed in a cow in the United States on December 25, 2003, FSIS 
developed an emergency interim final rule to ensure that AMR systems are not a means of 
introducing Central Nervous System (CNS) type tissues into the food supply. 


Previous Requirements Current Requirements 


Before January 12, 2004 Beginning January 12, 2004 

Prohibited from use in AMR: Prohibited from use in AMR: 

Spinal cord ( FSIS Directive 7160.3 Revision | From all cattle: 

1, 8/25/03) - Brain, 

¢ Spinal cord, 

¢ Dorsal root ganglia (DRG), 
Trigeminal ganglia, and 

- Significant amounts of bone solids 































or marrow. 
From cattle 30 months of age or older, 
¢ Skull and 







e Vertebral column bones. 


(Interim final rule and request for comments 
was published January 12, 2004.) 
If a plant’s AMR system repeatedly fails: 
Plants whose AMR system repeatedly fails 
to produce product free of these parts will 

not be allowed to produce AMR meat from 
beef vertebrae. 






















If a plant’s AMR system repeatedly fails: 
Plants whose AMR system repeatedly failed 
to produce product free of spinal cord were 
no longer allowed to produce AMR meat 
from beef vertebrae. 
( FSIS Directive 7160.3 Revision 1, 8/25/03) 
Plant Responsibilities: 
Meet all regulatory requirements, including: 
¢ Development and implementation of 
Hazard Analysis and Critical Control 
Points (HACCP) Plan and Sanitation 
Standard Operating Procedures (SOPs). 
- Kept records only on the calcium criteria. 
( FSIS Directive 7160.3 Revision 1, 8/25/03) 

















Plant Responsibilities: 
Meet all regulatory requirements, including: 
¢- Development and implementation of 
Hazard Analysis and Critical Control 
Points (HACCP) Plan and Sanitation 
Standard Operating Procedures (SOPs). 
¢ Reassess hazard analysis to determine if 
there 1s a hazard reasonably likely to 


















FSIS Responsibilities: 
In addition to normal inspection 
procedures, Inspection Personnel: 


If the sample tested positive, FSIS: 


occur. AMR regulatory changes are 

likely to affect hazard analysis. 

¢ Ensure that their AMR production 
process is in control. 

e Have control procedures and 
recordkeeping in HACCP plan, 
Sanitation SOP, or other prerequisite 
program. 

« Observe bones entering AMR system. 

¢ Test product exiting AMR system. 

« Maintain records on entire AMR process 
control system, on a daily basis. 

« Make those records available to FSIS 
personnel upon request. 

¢ Determine how and when the plant will 
test product for calcium, iron, spinal 
cord, and DRG. 

« May use testing methods which are not 
as sensitive as the method FSIS uses, but 
less expensive. 

(Interim final rule and request for comments 

was published January 12, 2004.) 

FSIS Responsibilities: 

In addition to normal inspection 

procedures, Inspection Personnel: 

« Take samples from plants which produce 
AMR products, to ensure that prohibited 
tissues are not in the product. 

- Verify plant testing, using validated 
histological procedures. 

- Specific inspection procedures, including 
those for sampling and testing, are being 
developed. This includes disposition of 
product which is found positive for 
specific materials. 

(Interim was final rule and request for 

comments published January 12, 2004.) 































































Took samples frorn plants to ensure that 
spinal cord tissue was not in AMR 
product. 

Randomly collected a single composite 
sample (two pounds) produced from 
cattle which were 30 months of age or 
older. 

Notified plant management and allowed 
them to hold the AMR products from 
sampled production until the results 
became available. 




















Issued the plant a Noncompliance Record 
(NR), 

Took control of any product produced by 
the system tested on the day of the 
sampling. 

Took control of AMR system equipment. 
Verified that the plant properly disposed 
of the product. 











¢ Requested a recall of any AMR product, 
or product containing AMR, produced on 
the day of sampling and shipped. 


Follow-up to a Positive: 

« Inspection personnel verified plant’s 
corrective and preventive actions and 
collected 10 follow-up composite 
samples. 

From the results, FSIS determined 
whether or not the plant’s AMR system 
was in control. 

( FSIS Directive 7160.3 Revision 1, 8/25/03) 
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Food Safety and Inspection Service (FSIS) Requirements for 
Advanced Meat Recovery (AMR) — Pork 


Advanced Meat Recovery (AMR) is an industry technology that removes muscle and other 
edible tissue from the bone of livestock carcasses under high pressure without incorporating 
bone. The machinery separates meat by scraping, shaving or pressing the muscle and edible 
tissue away from the bones. Bones must emerge essentially intact and in their natural shape. 
Under Food Safety and Inspection Service (FSIS) regulations, AMR product is labeled as 
“meat,” but must have the species listed. 


Because BSE was confirmed in a cow in the United States on December 25, 2003, FSIS 
developed an emergency interim final rule to ensure that AMR systems are not a means of 
introducing Central Nervous System (CNS) type tissues into the food supply. 


FSIS is applying the new requirements to pork as well as beef. FSIS has initiated a survey on 
pork AMR products and believes that the lack of process control for CNS-type tissues in 
pork product recovered from AMR systems may also be a concern. However, concerns 
about AMR pork are primarily a about labeling rather than food safety. 


Previous Requirements Current Requirements 
Before January 12, 2004 Beginning January 12, 2004 
Prohibited from use in AMR: Prohibited from use in AMR: 
Spinal cord ( FSIS Directive 7160.3 Revision ¢ Spinal cord, 
1, 8/25/03) ¢ Brain, 
¢ Dorsal root ganglia (DRG), 
- Trigeminal ganglia, and 
- Significant amounts of bone solids 
or marrow. 
(Interim final rule and request for comments 
was published January 12, 2004.) 





Plant Responsibilities: Plant Responsibilities: 

Meet all regulatory requirements, including: | Meet all regulatory requirements, including: 

¢ Development and implementation of ¢« Development and implementation of 
Hazard Analysis and Critical Control Hazard Analysis and Critical Control 
Points (HACCP) Plan and Sanitation Points (HACCP) Plan and Sanitation 
Standard Operating Procedures (SOPs). Standard Operating Procedures (SOPs). 

¢ Kept records only on the calcium criteria. | + Reassess hazard analysis to determine if 

( FSIS Directive 7160.3 Revision 1, 8/25/03) there is a hazard reasonably likely to 

occur. 


- Ensure that their AMR production 
process is in control. 

e Have control procedures and 
recordkeeping in HACCP plan, 





FSIS Responsibilities: 

In addition to normal inspection 

procedures, Inspection Personnel: 

« Took samples from plants to ensure that 
spinal cord tissue was not in AMR 
product. 

¢ Randomly collected a single composite 
sample (two pounds) produced from 
cattle which were 30 months of age or 
older. 

« Notified plant management and allowed 
them to hold the AMR products from 
sampled production until the results 
became available. 





If the sample tested positive, FSIS: 

¢ Issued the plant a Noncompliance Record 
(NR), 

¢ Took control of any product produced by 
the system tested on the day of the 
sampling. 

¢ Took control of AMR system equipment. 

- Verified that the plant properly disposed 
of the product. 

- Requested a recall of any AMR product, 
or product containing AMR, produced on 
the day of sampling and shipped. 


Follow-up to a Positive: 
¢ Inspection personnel verified plant’s 


(interim final rule and request for comments 
was published January 12, 2004.) 
FSIS Responsibilities: 
In addition to normal inspection 

procedures, Inspection Personnel: 


(Interim final rule and request for comments 
was published January 12, 2004.) 


Sanitation SOP, or other prerequisite 
program. 

Observe bones entering AMR system. 
Test product exiting AMR system. 
Maintain records on entire AMR process 
control system, on a daily basis. 

Make those records available to FSIS 
personnel upon request. 

Determine how and when the plant will 
test product for calcium, iron, spinal 
cord, and DRG. 

May use testing methods which are not 
as sensitive as the method FSIS uses, but 
less expensive. 






















Take samples from plants which produce 
AMR products, to ensure that prohibited 
tissues are not in the product. 

Verify plant testing, using validated 
histological procedures. 

Specific inspection procedures, including 
those for sampling and testing, are being 
developed. This includes disposition of 
product which is found positive for 
specific materials. 














corrective and preventive actions and 
collected 10 follow-up composite 
samples. 


From the results, FSIS determined 
whether or not the plant’s AMR system 
was in control. 

( FSIS Directive 7160.3 Revision 1, 8/25/03) 
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Regulatory Changes 


NOTE: The interim final rule which includes the preamble and 
these changes follows this section. 


Meat Produced by Advanced Meat/Bone Separation Machinery and Meat 
Recovery (AMR) Systems 


List of “Subj ects 
SICrRePart 301 

Meat and meat products. 
SVCER Part 316 

Meat inspection, Records. 
SeCER Part (520 

Meat inspection, Records. 


0 
For the reasons set forth above, FSIS is amending 9 CFR, chapter III, 


as follows: 
PART 301--TERMINOLOGY 


0 
1. The authority citation for part 301 continues to read as follows: 


BRUCLNOELCY sei eU. once 4900, e170 L=1906; "21 Ul S2Ce 601—-695;" 7-CFR 
Zee oy 12s OSs 


0 
2. In Sec. 301.2, the definition of ~°“Meat'' is revised to read as 


follows: 


Secu soOle2 Defanitaons: 


Ce ee 

Meat. (1) The part of the muscle of any cattle, sheep, swine, or 
goats which is skeletal or which is found in the tongue, diaphragm, 
heart, or esophagus, with or without the accompanying and overlying 
fat, and the portions of bone (in bone-in product such as T-bone or 
porterhouse steak), skin, sinew, nerve, and blood vessels which 
normally accompany the muscle tissue and that are not separated from it 
in the process of dressing. As applied to products of equines, this 
term has a comparable meaning. 

(i) Meat does not include the muscle found in the lips, snout, or 
ears. 

(ii) Meat may not include significant portions of bone, including 
hard bone and related components, such as bone marrow, or any amount of 
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brain, trigeminal ganglia, spinal cord, or dorsal root ganglia (DRG). 
Kite te & te, 


PART 318--ENTRY INTO OFFICIAL ESTABLISHMENTS; REINSPECTION AND 
PREPARATION OF PRODUCTS 


0 
3. The authority citation for part 318 continues to read as follows: 


AUtLhOritVvene (UL 5.6. SOL 6 450,61 90l-1 90674215 U.,S4C.¢ 601-695 pay/ 
Gas Zot, QoiSi, etevel 2 o5Si- 


0 
4. Section 318.24 is revised to read as follows: 


Sec. 318.24 Product prepared using advanced meat/bone separation 
machinery; process control. 


(a) General. Meat, as defined in Sec. 301.2 of this subchapter, 
may be derived by mechanically separating skeletal muscle tissue from 
the bones of livestock, other than skulls or vertebral column bones of 
Cattiles s0.monthspof age and older as, provided,in.Sec.r, 310.22 of ethis 
subchapter, using advances in mechanical meat/bone separation machinery 
(i.e., AMR systems) that, in accordance with this section, recover 
Me aes 

(1) Without significant incorporation of bone solids or bone marrow 
as measured by the presence of calcium and iron in excess of the 
requirements in this section, and 

(2) Without the presence of any brain, trigeminal ganglia, spinal 
Cord, sor) dorsal. root. ganglia.~(DRG). 


[{Page 1885] ] 


(b) Process control. As a prerequisite to labeling or using product 
as meat derived by the mechanical separation of skeletal muscle tissue 
from livestock bones, the operator of an establishment must develop, 
implement, and maintain procedures that ensure that the establishment's 
PLOGUCLION» process isS.inscontrol.. 

(1) The production process is not in control if the skulls entering 
the AMR system contain any brain or trigeminal ganglia tissue, if the 
vertebral column bones entering the AMR system contain any spinal cord, 
if the recovered product fails otherwise under any provision of 
Paragraphs (c) (1),.if the, product is snot properly.~labeled under the 
Provisions,oL paragraph, (c),\(2), .oreif the spent bone materials are not 
properly handled under the provisions of paragraph (c) (3) of this 
section. 

(2) The establishment must document its production process controls 
in writing. The program must be designed to ensure the on-going 
effectiveness of the process controls. If the establishment processes 
cattle, the program must be in its HACCP plan, its Sanitation SOP, or 
other prerequisite program. The program shall describe the on-going 
verification activities that will be performed, including the 
observation of the bones entering the AMR system for brain, trigeminal 
ganglia, and spinal cord; the testing of the product exiting the AMR 
system for bone solids, bone marrow, spinal cord, and DRG as prescribed 


7 rt ‘ a. tt, aa on iz 



































. Ee a ee 
et Ue IG sitar 1 


ae 
£56 Jaaqy vod pul des veliodiue var eo 

be 255 ub KORE hed S8eb 2220s svete, 
r.& suv aes eee eek” 


7 
wOLlo) a Ae? © HNealvVs! <u bo SLE AO Les 


. 
Hols, 2a yer wicd\ seen Peofeyle Piper -erecs rouber] . ¥e.hLt ae 


[ovine eeasokg qyasatdosa, = 


pe {eA SELyS ay j iat ues¢o ve es. , ea feyena aa 

nijiiotegse piianiaatoen ya nad layer e 

to 2eaned amutce larietvev 10 Fb) Se Hane yedac. doo leBy- to ean _" , 
3 , .QOLt owk 4¢ pivess 26 fabto Gos: Boe to pre ae DE wi: - 


Peal 


“24 oe olsarsgee Socd) Jay LEO ros om Ad SeonevDs pasen (988 465108 a 
a 


gouene: .doléose sids ritiw animtgones cc! tent (emeJege ae ‘4% 


aor) sya2zdd Gidsim ~BISi 226 


> 


iovtanm anod 20 Philos efed Io seftaersgigent Saar. heen j 
ale Yo eeeoxe al acye Soe mits ibe To Samy i ie. 

eh , Yor IOs aias ak ‘Sam ge SUG 

lean iaoseyels> \iesd se ets jSeS Te 405 Iusn 


i Beye : 
are culwiie Ia.% yet = 
fea wpa 


= ; 
jctibetq pagm) 26 Gotiecal 33 vile peasy pares 4 CAs tts 
simelt? cleeun [ageied@ Ye 33d eke Qee 46236; oh Gee ired 3 
WItueveb, Joi paendepiastes we Fo jos 
«’) stemlel idagee Sia tsar) ete oe SEND = 
heea 


‘eh jon ai aa 


ee) 


ae ee 


aiivetos ailede o47 $4 Lown 
ad? 22 ,evauts scipnap Lem 


: roy lensge gaa ab 
te mole 


ion oe: eebae se 
sins, 20, 48), 


alvajuso ee 


in paragraph (c)(1) of this section; the use of the product and spent 
bone materials exiting the AMR system; and the frequency with which 
these activities will be performed. 

(3) The establishment shall maintain records on a daily basis 
sufficient to document the implementation and verification of its 
production process. 

(4) The establishment shall make available to inspection program 
personnel the documentation described in paragraphs (b) (2) and (b) (3) 
of this section and any other data generated using these procedures. 

(c) Noncomplying product. (1) Notwithstanding any other provision 
of this section, product that is recovered using advanced meat/bone 
separation machinery is not meat under any one or more of the following 
circumstances: 

(1) Bone solids. The product's calcium content, measured by 
individual samples and rounded to the nearest 10th, is more than 130.0 
mg per 100 g. 

(ii) Bone marrow. The product's added iron content, measured by 
duplicate analyses on individual samples and rounded to the nearest 
UOeh, Fis merec than Ses mgspEeroloong. \i\ 


\1\ The excessive iron (ExcFe) measurement for an analyzed 
sample is equal to the obtained iron (Fe) result expressed in mg/100 
g measured and rounded to the nearest 100th or more for that sample, 
Minus the product of three factors: (1) The iron to protein ratio 
(IPR) factor associated with corresponding hand-deboned product; (2) 
the obtained protein (P) result (%) for that sample; and (3) a 
constant factor of 1.10. In formula, this can be written as: ExcFe = 
mFe - IPR x Protein x 1.10, where ExcFe represents the excess iron, 
expressed in units of mg/100 g; mFe represents the measured level of 
irom, (Fe; *mg/1l00eg), IPReis*the irontto! protein ratio for the 
appropriate hand-deboned product, and ~*Protein'' is the measured 
level of protein rounded to the nearest 100th and expressed as a 
percentage of the total weight of the sample. In lieu of data 
demonstrating otherwise, the values of IPR to be used in the above 
formula are as follows: For beef products the value of IPR is equal 
to 0.104, except for any combination of bones that include any beef 
neckbone product, for which the value of 0.138 is to be used; for 
pork product, the IPR value is 0.052. Other IPR values can be used 
provided that the operator of an establishment has verified and 
documented the ratio of iron content to protein content in the 
skeletal muscle tissue attached to bones prior to their entering the 
AMR system, based on analyses of hand-deboned samples, and the 
documented value is to be substituted for the IPR value (as 
applicable) in the above formula with respect to product that the 
establishment mechanically separates from those bones. 


(iii) Brain or trigeminal ganglia. Skulls that enter the AMR system 
have tissues of brain or trigeminal ganglia. 

(iv) Spinal cord. Vertebral column bones that enter the AMR system 
have tissues of spinal cord, or the product that exits the AMR system 
contains spinal cord. 

(v) DRG. The product that exits the AMR system contains DRG. 

(2) If product that may not be labeled or used as ~’meat'' under 
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this section meets the requirements of Sec. 319.5 of this subchapter, 
it may bear the name ~*Mechanically Separated (Species)'' except as 
follows: 

(1) If skulls or vertebral column bones of cattle younger than 30 
months of age that enter the AMR system have tissues of brain, 
trigeminal ganglia, or spinal cord, the product that exits the AMR 
system shall not be used as an ingredient of a meat food product. 

(ii) If product that exits the AMR system contains spinal cord or 
DRG from bones of cattle younger than 30 months of age, it shall not be 
used as an ingredient of a meat food product. 

(111) If product derived from any bones of cattle of any age does 
not comply with “(c) (1) (i) or (ii), it may bear a common or usual name 
that is not false or misleading, except that the product may not bear 
the name ~*Mechanically Separated (Beef).'' 

(3) Spent skulls or vertebral column bone materials from cattle 
younger than 30 months of age that exit the AMR system shall not be 
used as an ingredient of a meat food product. 


PART 320--RECORDS, REGISTRATION AND REPORTING 


0 
Jes auLnorLty citation for part 320 continues to read as follows: 


Noelovoneneye Li WaSalSo WONCHISF 7 Gk 2a, Boikslh Ebsvel Goss. 


SCC ws 2 Osck [Amended] 


0 

6. Section 320.1, paragraph (b) (10), is amended by removing ~ of 
calcium content in meat derived from'' and adding, in its place, 
~*documenting the development, implementation, and maintenance of 
procedures for the control of the production process using.'' 





































- ul 
aan . 


; “is ne 7 
OS t0 | 2984 ivi aoumms? cupflssiA bsonnvbA, 49 beaudcnt mom ~ QREO-£0 4 | 


(tf sod 65 omilny) bOOe 47 Wrsuiat :soteipad 

Fi (seoisetugeh sino a 

(aaa aar : 

WGP .8feose.tigw] tepoPf, O97. siw ealfao <H2J2i087. lé@yebs) ate. a 
[ah-adeci tah: 


7 => 
ee oe et * ee eee Sk ee ~ <= 


VARIIIIAOA, 20. YH 
ei / Sec poritcegeawl) bas yoetee te 7 
2 , 


-—- = — + ee He ow = © 


' im 
05t, Dim ,GLE- IGE asang, te 


CUZ9EO-*O .eh savored) 
fa QA-f840 ats 


amt bane yionideH moi rateqs? snod\seok bennavnk yd Setubesd zest 


eneteye (AMA) yrewooeR 
AGED ,wilvis2 ool tisasal bys ¥idttst boot <voMaaa i 


-t0ermo2 303 sebupet-bas stey Jani? eeaedae WOETOA. 


5 leet ie tek ae 1 se te = Gre a he 


o—s SLL LLL A ee ioe alee 
“i 
209 pnetiget 21 (S593) eotwre2 nhl *yeger! Ona viele® hed at Dm 
AMA) Vaevcoe7 tsom Boagrhs, yo isnt worry tapm ni eiex Leaps a e392 
TL ,Cenitanb osoeeee Sloe) (iqoig « |s Guitelyces wer eer) 
Sqolelqegr® arwligtog? salvodosay of HOMME mec Bry ne: 
arom h 207 Oh semreye OMA tent enéslens esate 





ba 
phlsvbeasal te 


nt *'.. year so ‘“eledai * Whero.o7di ase is ar seye Swot es 
Grtclintal GS 2I24 Sed ot besesen aeiokeem vests: } ks 
Aw3¢evil iol —(otan »sne@ bas .ebilos mtd at Sal 


o? ety ILiw 200U teddy sitertas any rosé LUD>E Tay pry 
S28 tots One "! sean e6 belsreeritet ed mes Stauber 
7404 BRirhipes Bt) Gone ois willed Sona 
77AQ 29 SSCRES ISD OMS BERS :@ Jen? 2 nemielid@ges 

SH? 362 e@itbeoo1g metiiiw aleteren bow 42 

‘initedam Ants beltisags b4 noi! Leoge Lb. feu 
-eMetoys AMA esd movi s5ybos enses Susie 

amplo GIOAN zisdz adai telviwewmig eed? 


aL 2787 mats  Tialipezeyg tendy xe 
Yuworell sl? to seated stra Dante 


‘aaa 


esremmold ,bO08 oi weet, 
s300% \S! Lergh gat 


> ras , ur : A 
= sas ica 
holsed toto Sen pe. 7 


ae 7 ak 6 0u F 
i ~ _ /- 7 
Jens: ekAad azo bit BSS. Mit RBs 
1) Me s5eqent ‘tig “62 gidalters on 
Peypch tee my 








Docket No. 03-038IF - Meat Produced by Advanced Meat/Bone Separation M... Page 2 of 26 


comments will be available for inspection in the FSIS Docket Room or on 
the FSIS Web site at http://www. fsis.usda.gov. 





FOR FURTHER INFORMATION CONTACT: Daniel L. Engeljohn, Ph.D., Executive 
Associate, Policy Analysis and Formulation, Office of Policy and 
Program Development, Food Safety and Inspection Service, U.S. 
Department of Agriculture, Washington, DC 20250-3700; (202) 205-0495. 


SUPPLEMENTARY INFORMATION: 
Table fof ‘Contents 
Background 

{[Page 1875]] 


BSE 

Previous Rulemaking 

Discussion of Public Comments on Docket 96-027P 

Overview of this Interim Final Rule and Requests for Comment 
Emergency Action 

Codified Text 


Background 


The mission of the Food Safety and Inspection Service (FSIS) is to 
ensure that meat and meat food products are wholesome, not adulterated, 
and properly marked, labeled and packaged. Under the Federal Meat 
Inspection Act °(FMIA) “(2F U:S.C. 601 et seq.), FSIS has the authority 
to determine that product is unfit for human food, i.e., adulterated, 
within the meaning of section 1(m) (3) of the FMIA (21 U.S.C. 

601(m) (3)). Furthermore, a meat or meat food product is misbranded 
under any Of a number of ‘circumstances, including if its labeling is 
false or misleading in “any particular; “1f it is offered for sale under 
the name of another food; if it is an imitation of another food, unless 
its label bears (in type of uniform size and prominence) the word 
*“imitation'' and, immediately thereafter, the name of the food 
iikuaved,; Or i2f it purports to be “or is "represented asa food Tor which 
a definition and standard of identity or composition is prescribed by 
regulations, unless it conforms to the regulations and its label bears 
the name of the food specified in the definition and standard (21 
UsSinCe COI Gy Ce Cel) A UGeSins ceuarel AGonpl(i jos Abenkey aucheeienwiy assignee squalls 
addresses both the adulteration and misbranding provisions of the FMIA. 


BSE 


Bovine Spongiform Encephalopathy (BSE) is a slowly progressive 
degenerative disease that affects the central nervous system (CNS) of 
adult cattle and is a member of the family of diseases known as 
transmissible spongiform encephalopathies (TSEs). TSEs also include 
scrapie in sheep and goats, chronic wasting disease in elk and deer, 
and variant Creutzfeldt-Jakob Disease (vCJD) in humans. 

The typical incubation period (the time from when an animal becomes 
infected until it first shows signs of disease) is believed to be from 
two to eight years. BSE was first documented in the United Kingdom in 


http://www. fsis.usda.gov/OPPDE/rdad/F RPubs/03-03 8IF.htm 1/12/2004 
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1986, and has since been identified and confirmed in a number of other 
Furopean and non-European nations. 

The agent that causes BSE and other TSEs has yet to be fully 
characterized. The theory that is most accepted in the scientific 
community is that the agent is a prion, which is an abnormal form of a 
normal protein known as cellular prion protein, although other types of 
agents have been implicated. FSIS has determined that this interim 
final rule is necessary to ensure that AMR systems are not a means of 
introducing CNS-type tissues (including brain, trigeminal ganglia, 
spinal cord, and dorsal root ganglia (DRG)), which have been identified 
aS a potential source for the BSE infective agent into the food supply. 


Animal Age and BSE Infectivity 


Age-of-onset was known and recorded for approximately 135,000 
cattle with confirmed clinical BSE in the United Kingdom between 1988 
and August 2003. The age distribution data show that, of the cattle 
that developed clinical BSE in the field, only 0.01 percent were less 
than 30 months of age. Therefore, cattle younger than 30 months of age 
ave lesselikely®to betin ‘the tlater stages of *BShcincubation than “older 
BSE-infected cattle and are less likely to contain high levels of BSE 
infectivity. For additional information about the onset of clinical 


BSE, see the interim final rule ~ Prohibition of the Use of Specified 
Risk Materials for Human Food and Requirements for the Disposition of 
Non-Anbulatbony Disable att le," sDocket No. 03-025IRF also™Minethis 


issue of the Federal Register. 

FSIS is providing a method for its inspection program personnel in 
Slaughter establishments to use to determine the age of cattle when 
supporting documentation is not provided by the establishment. This is 
relevant to this rulemaking on advanced meat/bone separation machinery 
and meat recovery (AMR) systems because AMR systems generally are 
operated separate from slaughter operations. Thus, establishments will 
need to process skulls and vertebral columns under control programs 
(ame ., Hazard Analysis CritpearControlePoint (HACCP) ‘plans, <Sanitatron 
Standard Operation Procedures (Sanitation SOPs), or prerequisite 
programs) separate from their slaughter operation controls. To ensure 
that the skulls and vertebral columns are appropriately handled, the 
slaughter establishment will need to provide documentation associated 
with the age of the skulls and vertebral columns to the receiving 
processing operation. Establishments using AMR systems will need to 
ensure that the skulls and vertebral columns are not from cattle 30 
months of age and older. 


Infective Tissue 


In 2001, the European Commission's Scientific Steering Committee 
(SSC), an advisory committee for the European Union, considered the 
amount and distribution of BSE infectivity in a typical case of BSE and 
estimated that; in an animal with clinical disease, the brain contains 
Coerepercentwot the totalPinfectivity in the animal, and the spinal 
eord Contains 25/6 percent. According to the SSC, ‘the ‘highest remaining 
Peoporcion of Snfectivity in a®typical-animal *with*clinical’ BSE ‘is 
found in the DRG (3.8 percent). In experimentally infected cattle with 
clinical BSE, infectivity has been demonstrated in the brain, spinal 
cord, DRG, trigeminal ganglia, and the distal ileum of the small 
intestine. For additional information about BSE infectivity, see Docket 
Hommus-OZSIE . 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-038IF .htm 1/12/2004 
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The Harvard BSE Risk Assessment 


In 1998, USDA commissioned the Harvard Center for Risk Analysis to 
conduct an analysis and evaluation of the current measures implemented 
by the government to prevent the introduction and spread of BSE in the 
United States and to reduce the potential exposure of consumers to the 
BSE agent. 

Using a probabilistic simulation model to characterize the 
consequences of “introducing BSE into) the country through a variety of 
pathways, the Harvard study concluded that the risk to consumers in the 
United States was low, and that the country is highly resistant to the 
spread of the disease, if introduced. \1\ 

In evaluating the potential risk mitigation actions that could be 
taken to further reduce the likelihood that BSE could spread to cattle 
or humans, the risk assessment recommended three courses of action. The 
first is to prevent infected or potentially infected animals or 
contaminated feed from entering the country. The second is to ensure 
compliance with Food and Drug Administration's (FDA's) ruminant feed 
ban. The third is to prohibit the infective materials of BSE-infected 
animals from entering both the human food and animal feed chains. 

The Harvard study divided potential sources of human exposure to 
BSE infectivity into two categories: Specific high-risk tissues and 
contamination of low-risk tissues. The former include, in order of 
infectivity, brain, spinal cord, DRG, distal ileum, trigeminal ganglia, 
and other tissues found in the head (e.g., eyes and tonsils). As for 
the latter, the Harvard study indicated that the most important means 
by which low-risk tissue can become contaminated is through the use of 
AMR systems that can leave spinal cord and DRG in the recovered meat 
product. 


[[Page 1876] ] 
The AMR Process 


AMR systems are newer models of systems that have been used since 
the 1960s. The new systems emulate the physical action of hand-held 
high-speed knives for the removal of skeletal muscle tissue from bone 
through the use of hydraulic pressure. AMR systems apply pressure to 
detach the meat (skeletal muscle) tissue from the bones in a ~‘hard 
separation'' process. Desinewers that typically use belt pressure 
against a rotating perforated steel drum then separate meat from 
connective tissue, sinews, and other non-meat components ina ~’soft 
separation'' process. In addition to vertebrae, typical bones processed 
by piston-driven AMR systems are brisket bones (breast or lower chest), 
rib bones, flat bones (scapulas), and hip bones (pelvis). 

AMR product is an intermediate product that is typically blended at 
about 5 to 12 percent of the formulation of ground products derived 
from manufacturing trimmings. Descriptive labeling for the product of 
AMR includes ~~ (species) trimmings, finely textured,'' °°finely ground 
Menecies),! or any other term that aceurately reflects ate form. 

AMR technology enables processors to remove attached skeletal 
muscle tissue from livestock bones without incorporating significant 
amounts of bone and bone products into the final meat product. When 
produced properly, product from AMR systems is comparable to meat 
derived by hand deboning and can be labeled as ~‘meat'"' (9 CFR 301.2). 
Under the FSIS regulations, spinal cord is not a component of meat, and 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-038IF htm 1/12/2004 
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therefore, product from AMR systems identified as ~*meat'' that 
contains spinal cord is misbranded. Until today, FSIS has not taken 
regulatory action against ~*meat'' containing DRG and other CNS-type 
tissues. 

From January through August 2002, FSIS conducted a survey of AMR 
products derived from the vertebral column of cattle to establish a 
baseline for the prevalence of spinal cord and DRG in beef AMR products 
(referred to as the 2002 Beef AMR Survey). In the 2002 Beef AMR Survey, 
the Agency found that while some establishments were able to 
consistently produce beef AMR product that was free of spinal cord and 
DRG, a majority of the establishments had difficulty keeping spinal 
cord and DRG out of their AMR products. Overall, FSIS found that that 
approximately 76% (25 of 34) of the establishments whose AMR product 
was tested had positive laboratory results for spinal cord, DRG, or 
both in their final beef AMR products. The survey also found that 
approximately 35% (89 of 256) of all final AMR product samples that 
were tested had positive laboratory results for spinal cord, DRG, or 
both. 

In March 2003, after completion of the 2002 Beef AMR Survey, FSIS 
implemented a routine regulatory sampling program of beef products from 
AMR systems as an additional measure to prevent misbranding of beef AMR 
products. Prior to the implementation of this regulatory sampling 
program, FSIS inspection program personnel collected AMR product 
samples for analysis for the presence of spinal cord tissue only if 
they believed that the establishment was not completely removing spinal 
cord from the vertebral column before the vertebral bones entered the 
AMR system (FSIS Directive 7160.2, April 14, 1997). Under the revised 
regulatory sampling program, FSIS inspection program personnel take 
samples of beef. AMR product on a routine basis to verify that spinal 
COrgeeessue m5 not present mn suchiproduct:t(FSIS: Directive? lre0.03, 
Revision 1, August 25, 2003). If spinal cord tissue is ‘detected in beef 
AMR product, FSIS inspection program personnel take regulatory control 
action against the AMR product and equipment to prevent misbranded 
product from entering commerce. If the establishment has distributed 
misbranded beef AMR product, FSIS requests a voluntary recall. 

Removal of the spinal cord before the vertebral columns enter the 
AMR system does not always ensure that spinal cord or DRG will not be 
incorporated into the final product. The Harvard study (discussed 
below) found that, if a beef carcass is mis-split when the spinal cord 
is removed, a portion of the spinal cord may remain encapsulated in the 
spinal canal of the vertebral column, and, if it is not removed before 
the vertebral bones enter the AMR system, the spinal cord could 
contaminate the final AMR product. Even when the spinal cord is 
completely removed from the vertebral column, the DRG of cattle are 
firmly attached to the bones of the vertebral column and are not 
removed along with the spinal cord. Thus, removing the spinal cord from 
the vertebral column does not prevent the DRG from entering an AMR 
system and becoming incorporated into the final AMR product. 

Although FSIS and the regulated industry have recently taken 
actions to prevent the incorporation of spinal cord and, in some 
instances, DRG, in beef AMR products, FSIS continues to detect spinal 
cord and DRG in its routine regulatory sampling of beef AMR products, 
although to a lesser extent than it did in the 2002 Beef AMR Survey. In 
its routine regulatory sampling conducted from March to December in 
2003, FSIS found spinal cord in 23 of 340 randomly scheduled samples, 
an estimated prevalence of 6.8 percent. In addition, the prevalence in 
follow-up samples was 13.6 percent, indicating that establishments with 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-038IF .htm 1/12/2004 
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an initial positive continued to have some problems controlling for 
spinal cord in beef AMR systems. While FSIS was testing samples tor 
Spinal cord, FSIS also recorded the results for DRG. The prevalence for 
DRG was found in 10.9 percent of the samples in which DRG was 
recorded. \2\ 

Under the current regulations, AMR product that contains DRG, or 
any other CNS tissue except spinal cord, is not misbranded and can be 
identified as meat. However, given the nature of DRG and other CNS 
tissue except spinal cord, and the fact that BSE has been confirmed in 
a cow in the United States, FSIS has reconsidered its approach to the 
PLeoence of AI CNs tissues;, particularly from cattle, as’ further 
discussed below. In addition, for a more complete explanation as to why 
skulls and vertebral columns of cattle 30 months of age and older are 
designated as specified risk materials (SRMs) and cannot be used in AMR 
systems, see Docket No. 03-025IF in this issue of the Federal Register. 

In addition to the measures identified to address BSE through 
restrictions associated with SRMs, FSIS also is identifying additional 
measures to restrict the use of beef product and spent bone materials 
associated with CNS-type tissues from cattle younger than 30 months of 
age, as described below. Finally, FSIS is finalizing new bone solids 
and bone marrow restrictions that are slightly modified from those 
previously proposed for livestock product labeled as ~*meat.'' 


Previous Rulemaking 


In 1994, the Agency published a final rule (59 FR 62551) to amend 
the definition of ~°meat"' to include product resulting from AMR 
systems. The 1994 rule reflected the Agency's position that calcium 
limits and the physical conformation of the bones exiting the system 
were sufficient to ensure that the production process was in control, 
and that the characteristics and composition of the resulting product 
were those of meat. 

The rule required that product resulting from the bone separation 
process not exceed a calcium content of 0.15 percent or 150 milligrams/ 
100 


PpiPage esi /e\} 


grams of product (150 mg/100 g) within a tolerance of 0.03 percent or 
30 mg/100 g of product for each sample analyzed. The rule also required 
that the bones emerging from the AMR machinery be comparable to those 
resulting from hand deboning; that is, they must be essentially intact 
and in their natural physical conformation, such that they are 
recognizable as, for example, loin bones and rib bones, when they 
emerge from the machinery. 

Shortly after FSIS issued the 1994 rule, consumer groups expressed 
concern that the regulatory requirements for meat produced by AMR 
systems were not being met consistently. Consumer groups alleged that, 
in certain AMR operations, the starting materials and machinery were 
being manipulated to produce a product that conformed to the 
requirements for Mechanically Separated (Species) (MS(Species)), a 
finely comminuted meat food product that may include spinal cord and 
Perea roObedano lia (DRG), buG not to the requirements for meat. (At 
the time, FSIS considered spinal cord to be central nervous system 
(CNS) tissue. However, FSIS did not include DRG within the meaning of 
CNS tissue. Rather, it considered DRG to be more a part of the 
peripheral nervous system instead of a CNS-type tissue because it was 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-038IF.htm : 1/12/2004 
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contained within the nexus between the spinal cord and the muscle 
tissue.) 

In 1995, FSIS conducted a survey of federally inspected meat 
establishments using AMR systems. Inspection program personnel in 13 of 
the 48 surveyed establishments reported results that were not in 
compliance with the requirements for AMR established in the 1994 
rule, \3\ 

To determine whether the product that was being produced by AMR 
systems was compositionally consistent with hand-deboned meat, in 1996, 
FSIS began conducting a survey to profile the chemical and histological 
composition of meat derived from beef neck bones. Beef neck bones from 
the upper vertebral column are split during the slaughter dressing 
process, as opposed to long bones which generally are not split, and 
thus are inherently likely to contribute bone content (e.g., marrow) to 
the product resulting from the AMR system. Samples were found to 
contain spinal cord and fragments of other CNS-type tissue. FSIS 
concluded that the AMR product produced was likely not comparable to 
corresponding hand-deboned product, even when the calcium criterion of 
the 1994 rule was for the most part met. 

The results of the 1996 survey demonstrated that the provisions of 
the 1994 rule, if met, were not sufficient to ensure that AMR product 
would be comparable to hand-deboned meat in composition. A final report 
on the 1996 survey results is available in the Docket Room and on the 
FSIS web site. \4\ 

After considering information from consumer groups about compliance 
concerns, reviewing the 1995 field survey and the response to a 1996 
notice soliciting public comment on that survey, and studying the 
results of the 1996 neck bone survey, FSIS concluded that it was 
necessary to propose amending its regulations and to issue a directive 
to inspection personnel to ensure that manufacturers were not 
incorporating spinal cord into AMR product labeled as meat. In 1997, 
FSIS published Directive 7160.2 to instruct inspection program 
personnel that establishments must completely remove spinal cord from 
any neck or back bones before the bones enter the AMR system. The 
directive emphasized that the definition of ~“meat'' in 9 CFR 301.2 
does not apply when the use of AMR systems results in product that 
contains spinal cord. FSIS did not address DRG in the directive 
because, at that time, FSIS did not have validated methodology to 
identify DRG, and DRG was not yet identified as a potential risk 
material. 

Om Sproat 1.2, 1998, 7 FSIS 1ssued a proposed rule (63 FR 17959), an 
which it stated that provisions in the 1994 final rule needed revision 
to prevent misbranding and economic adulteration of AMR product labeled 
as ~*meat.'' Specifically the Agency proposed to: (1) Adopt performance 
standards for bone solids and bone marrow; (2) adopt a zero tolerance 
for the presence of spinal cord; and (3) delete the provision that 
focused upon the condition of the bones emerging from the AMR systems 
to determine whether or not the production process was in control. The 
Agency's objective was to ensure that the regulations provided clear 
SeatiGalds sLOm Industry tO meen. 

Prior to December 23, 2003, FSIS had not addressed AMR systems in 
the context of BSE, although FSIS had taken numerous steps to limit the 
presence of spinal cord in product derived from AMR systems. In 
Parvcacular,zsiniMarch 2003, FSIS announced the results of the 2002 Beef 
AMR Survey and stated that FSIS soon would clarify its intent by 
rulemaking on AMR to ensure that DRG was excluded from the definition 
Sceprocuct labeled as, <meat...\' 
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By 2002, FSIS had a validated methodology to detect and discern 
DRG, there was widespread agreement within the scientific community 
that DRG was included within the meaning of CNS-type tissue, and there 
was scientific evidence that DRG carried the BSE infective agent. FSIS 
did not contemplate addressing tissues of brain and trigeminal ganglia 
in product from AMR systems because FSIS was not aware of any 
establishments using bone material, such as skulls, that would contain 
these tissues in the production of meat. Brain and trigeminal ganglia, 
along with spinal cord and DRG, all fit within the meaning of CNS-type 
tissues for purposes of further discussion in this document. Currently, 
FSIS does not analyze meat for tissues of brain and trigeminal ganglia. 
However, since skulls may in the future be used in AMR systems, FSIS is 
reassessing whether it should validate its testing methodology to 
detect and discern brain and trigeminal ganglia in product recovered 
from AMR systems. 

FSIS has concluded that the 1994 rule, the 1998 proposed rule, and 
the FSIS Directives will not keep spinal cord and other CNS-type tissue 
out of product derived from livestock, particularly cattle, that is 
labeled as meat.'' FSIS concludes that restrictions for CNS-type 
tissues need to be explicitly stated in the regulations, along with a 
requirement to have written process control procedures and testing by 
the establishment, to ensure that the process control procedures are 
effective in producing product labeled as ~‘meat.'' 

Furthermore, FSIS has initiated a survey on pork AMR products and 
believes that the lack of process control regarding the presence of 
CNS-type tissues in pork product recovered from AMR systems also may be 
a concern. The new requirements in this interim final rule are 
applicable, for the most part, to products derived from pork bones. 

FSIS has decided’ to publish this new AMR regulation as an interim 
final rule and to address both CNS-type tissues and the restrictions 
related to bone solids and bone marrow. The presence of spinal cord or 
other CNS-type tissue in AMR product, that is, in meat, particularly 
from cattle, represents a potential threat to the public health of the 
United States. The Administrator thus finds that there is good cause to 
make this new AMR regulation effective immediately. It is especially 
designed to prevent the occurrence of spinal cord and other CNS-type 


tissues in ~°meat'' and meat food products derived from cattle, and to 
prevent the occurrence of spinal cord and other CNS-type tissues in 
~*meat'' derived from livestock other than cattle. 


Before explaining in more detail the provisions of this interim 
Pilate Ud ey a 


[[Page 1878] ] 


brief discussion of the comments received on the proposal and FSIS' 
responses follows. 


Discussion of Public Comments on Docket 96-027P 


The 60-day comment period on the 1998 proposed AMR rule ended on 
June 12, 1998. Forty-five comments were received from food and 
equipment manufacturers, professional and industrial trade 
associations, consumers and consumer advocacy organizations, academia, 
and consultants. 

On December 16, 1999, FSIS issued a notice (64 FR 70200) reopening 
the comment period for an additional 30 days to give the public an 
opportunity to review and comment on the methods and results used by 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-03 81F .htm 1/12/2004 
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Agricultural Research Service (ARS) scientists to derive new iron-to- 
protein values. The Agency also sought comment on a report submitted by 
a meat industry group regarding economic and worker safety issues 
relevant to the proposed rule. The reopened comment period closed on 
January 18, 2000. Twenty-six additional comments were received in 
response to the notice. The two sets of comments and FSIS" responses 
are mergqedsin this. 9 jComment\" section, 


Bone Solids 


Comment: Many commenters disagreed with the proposed calcium 
requirement that was established as a measure of the bone solids 
content of AMR product, to ensure that AMR product is meat. One 
commenter stated that the limit was too high, and another suggested 
that the limit should be lowered to approximate the calcium level in 
hand-deboned meat, with a reasonable allowance for variation. Another 
commenter pointed, out that, FSIS asserted,in the 1994 final rule that 
its purpose was to ensure that the characteristics and composition of 
AMR are consistent with those of meat. Another commenter claimed that 
the proposed reduction in the calcium level was arbitrary and 
determined on the basis of a limited data set and not based on actual 
process data. Another commenter requested that the calcium performance 
standard account for differences among meat species. 

Response: FSIS does not agree that the calcium standard should be 
based only on actual process data and does not agree that the calcium 
level for AMR products needs to approximate that of hand-deboned 
products. The calcium level in hand-deboned products is nearly 
negligible. The increased amount in the AMR product that the Agency 
proposed to allow represented a small amount of calcium that would not 
in any appreciable way affect the safety or quality of the product. 
When the vertebrae are split, increased bone dust (i.e., material high 
in calcium) is created and may accumulate in the AMR product. In hand- 
deboning, such material is less likely to be incorporated into the 
product. The calcium limit that FSIS proposed was based on the results 
of its 1996 survey and the data that were submitted to FSIS by 
industry. FSIS believes that this calcium limit can be consistently 
achieved by industry and represents a more appropriate level than that 
anoche 1994 rule. 

Regarding the comment about different calcium levels for beef and 
pork, FSIS considered data for different species that were submitted by 
industry groups as well as the data gathered by FSIS in the 1996 
Survey. A summary of the data is presented in the technical addendum, 
which is available in the Docket Room and on the FSIS web page. The 
data show that average calcium levels for AMR pork and beef products 
are approximately 100 mg/100 g. FSIS believes that these data suggest 
that with regard to bone solids, there would not be any significant 
difference between pork and beef. Therefore, the required calcium 
targets for pork and beef AMR products are the same in this interim 
final rule. 

As mentioned above, in 1994, FSIS believed that the performance 
standards it established regarding calcium as a measure of bone solids 
content, and the physical conformation of the bones exiting the system 
were sufficient to ensure that the AMR production process was in 
control, and that the characteristics and composition of the resulting 
AMR product would be comparable to those of meat. However, based on the 
results of the 1996 AMR survey, FSIS concluded that the established 
performance standards, even if met, were not sufficient to ensure that 


http://www. fsis.usda.gov/OPPDE/rdad/FR Pubs/03-038IF.htm 1/12/2004 
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AMR product would be comparable to meat and as a consequence proposed 
different standards in 1998. In particular, regarding compositional 
parameters, the 1996 results showed that the AMR products produced at 
the time were not comparable to hand-deboned product with respect to a 
number of measures, even when the calcium limit designed to measure 
bone solids content was met. 

The 1998 proposed rule identified a calcium limit of 130 mg/100 g 
product. This level was premised on’a target average level of 
approximately 100 mg/i00 g product but did not specify whether the 130 
mg/100 g was an average or an absolute level. Data collected by the 
Agency and submitted by industry indicated that the average calcium 
level obtained for AMR pork and beef products is approximately 100 mg/ 
100 g, but that there was wide variation in individual establishment 
results. Furthermore, the average of the calcium results in the 2002 
Beef AMR Survey was below 100 mg/100 g, but again, there was wide 
variation in individual results. 

Eoloeis “clarifying tmubhweinterim final rule sthat mo»analysis can 
exceed the regulatory maximum of 130 mg/100 g sample. This level of 
calcium in the product does not affect the appearance, texture, or 
other quality aspects of the product and is a small amount of calcium 
when compared to the calcium content generally contained in 
MS (Species). 

insdecrdinggon ascalerumpllievel, SiS sunderstands that it is 
virtually impossible for calcium levels in AMR product to be equal to 
those of hand-deboned product, which is essentially 0 mg/100 g. The 
presence of small amounts of calcium does not affect the qualitative 
characteristres*ortthe productrandionlyotrivially affect,;its 
compositional aspects. Thus the standard will ensure that AMR product 
TS aMCae en ain aACgdttEhoOn; this StandaLdmcreatesmd Clean di stineceulen 
between AMR product and MS(Species) product, which generally has more 
than triple the calcium of AMR. At the same time, FSIS has tried not to 
set such a low level for calcium that it would not be economically 
feasible to produce AMR product. 

Comment: A commenter thought that calcium samples should be taken 
at the intermediate stage of the AMR process, because at this stage the 
calcium samples would indicate whether bones are being broken or 
crushed. 

Response: FSIS is only concerned about the levels of calcium in the 
final AMR product as a means of ensuring that an excess amount of bone 
Sobrasurs notwantroduced into thesproductiniteisenot,using:a calcium 
measurement level to determine if bones are broken or crushed. Thus, 
FSIS is not including a standard to measure calcium at an intermediate 
stage in the AMR process in this interim final rule. 


Bone Marrow 


Comment: Commenters stated that the methodology and data used to 
derive the iron criterion that was proposed as a measure for 
noncomplying product were incorrect, and that, therefore, the proposed 
values were not appropriate. Specifically, it was pointed out that the 
analyeicals procedures! used ims theekSISs 1996. survey were based on 
procedures that understated iron values. Further, a commenter disagreed 
with the Agency's 


[ [Page 1879] ] 


approach of correlating histological data and the bone marrow cell 
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assessment, with iron content. The commenter claimed that the 
correlation was not high, and thus was not accurate. 

A commenter agreed that a measurement of total iron is a good 
indicator of the presence of marrow in meat and further claimed that 
the amount of iron in beef is well established. However, there were 
Many comments that questioned both using excess iron as a measure of 
bone marrow and the methodology used to establish the limit in the 
standard. A commenter suggested not using protein at all in adjusting 
the iron requirement but, rather, using a straight iron value level. A 
commenter suggested that FSIS needs to account for the fact that AMR 
procedures remove connective tissue that contains little or no iron, 
and that muscle adjacent to the bone is higher in iron than is hand- 
deboned muscle. Therefore, even if marrow components were absent, iron- 
to-protein ratios (IPRs) would be higher in AMR products than those in 
hand-deboned meat. 

Another commenter claimed that the use of iron as proposed by the 
Agency would be biased against low fat, high protein products and 
suggested a simple IPR. Some commenters said that the iron levels 
established were too high and urged FSIS to make the target levels more 
consistent with hand-deboned product. These commenters suggested a 5 to 
10 percent variation in the IPR between AMR and hand-deboned meat. 
Commenters also suggested that establishments should not be permitted 
to determine their own IPR values, as was proposed. 

Response: FSIS will first address the measurement and methodology 
issue and then provide a justification for the excess iron measure it 
Peovposed, In the course of doing So, it will” provide an explanation for 
the procedures that it used for deriving the iron performance standard 
eCentained in this interim final rule. 

Excess iron is the iron in excess of that which would be expected 
given the protein value if the product was meat. The measure for excess 
iron for the 2002 survey was: excFe=Fe-kP, where P is the protein (3%), 
Fe is the iron (mg per 100 g), and k is a constant equal to 1.1 times 
0.138. The 0.138 is the assumed IPR for the corresponding hand-deboned 
meat product, and the 1.1 is an adjustment factor. 

Measurement and methodology. While the measurement used by FSIS was 
accurate, the Agency agrees that the methodology and measurement 
procedures used in developing the standards for iron in the 1998 
proposed rule were not consistent with common laboratory analyses for 
iron measurement. FSIS used a hydrochloric acid wet-ash digestion 
procedure to measure the iron levels of samples collected in the 1996 
survey because this methodology was considered faster and less labor 
intensive than traditional dry-ash procedures (i.e., dry-ash procedure 
for digestion). The wet-ash procedure predictably underestimates the 
true level of iron. In contrast, the method used by ARS scientists, 
which is based on a dry-ash procedure for digestion, dries the samples 
and obtains iron results approximately double those obtained by the 
FSIS procedure. Further, the results obtained by the ARS dry-ash 
procedure are more consistent with levels previously reported for hand- 
deboned product in Agricultural Handbook 8 (now called USDA Nutrient 
Database for Standard Reference, Release 12). 

ARS analyzed split samples from the 1996 survey for FSIS, and FSIS 
used the ARS results along with more current FSIS data for deriving the 
standards for iron in this interim final rule. For samples in which 
there were no dry-ash procedure results, the FSIS wet-ash procedure 
results were multiplied by 2.11, which is the average ratio of the 
results from the dry-ash procedure to those that FSIS found using the 
hydrochloric acid wet-ash procedure (See the technical addendum for 
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additional information in the FSIS docket room and on che web site).\5\ 

FSIS agrees with the commenter's concern about FSIS‘*’ approach of 
correlating histological data and bone marrow cells with iron content 
and thus is not including a standard for bone marrow cells in this 
interim final rule. Although bone marrow cells are unique to bone 
Marrow, they have been found in hand-deboned product probably as a 
consequence of contamination of the muscle tissue during the carcass 
splitting process during slaughter. 

FSIS justification for using excess iron as a measure of bone 
marrow. FSIS has determined that there is no practical methodology to 
measure bone marrow using commercial practices. Bone marrow contains 
many of the same components as muscle tissue and blood. Therefore, FSIS 
sought to establish in the 1998 proposal a practical methodology that 
would predict whether the known composition of hand-deboned meat was 
sufficiently different from AMR as a consequence of the incorporation 
Orepone concent (orher than calcium) in AMR» FSIS deemed this 
additional bone content to be an indication of the presence of bone 
Marrow. Consequently, iron, which is contained in marrow and in blood 
tissue, was chosen as a practical surrogate for bone marrow. 

To determine whether there were excess iron levels in AMR, and thus 
bone marrow in this product, the Agency proposed using an adjustment 
based on the protein value because an analysis of the data from a prior 
Survey demonstrated that there was a correlation between iron and 
protein results. Protein levels will change with iron levels, 
everything else being equal. If bone marrow, which has a higher IPR 
value than meat, is added to product, the measured IPR value would be 
greater than the IPR for corresponding hand-deboned product without 
bone marrow. Accounting for measurement error, if this difference is 
large enough, it can then be concluded that bone marrow at more than a 
negligible amount is in the product. 

One of the commenters pointed out that a problem with the above 
model is that the AMR process removes connective tissue that contains 
little or no iron. The Agency believes that the effect of this removal 
is not large and would not change the basic premise of the model 
presented above. From the 1996 FSIS survey, the Agency determined that 
the average difference in protein between pre- and post-desinewed AMR 
product was about 0.5 percent, based on a post-desinewed product 
average protein of about 16.5 percent. Therefore, as a percentage of 
protein, the amount of protein associated with connective tissue 
removed during the desinewing step averaged only about 3 percent and 
does not represent a large proportion of the protein that is in the 
final product. 

In addition, it is possible that, during AMR processing, some 
unbound water is removed which would result in the removal of some 
water-soluble protein and dissolved solids. \6\ 

FSIS recognizes that these two factors, removal of connective 
tissue with low iron and protein and removal of unbound water, may 
result in an increase in the IPRs of AMR product. However, FSIS does 
not believe that such a possible increase renders the use of an excess 
iron measurement inaccurate for assessing AMR process control. Although 
FSIS does not believe that the effects of these factors would be 
substantial, it has taken them into consideration in this interim final 
rule and is using a 10 percent factor for adjusting the protein levels 
used for calculating levels of excess iron in AMR product. 

Another issue raised by the commenters regarding the 
appropriateness of the excess iron 
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measurement was that meat close to the bone has higher IPRs than meat 
farther from the bone. FSIS agrees with the commenter. However, the 
IPRs would be expected to be higher in AMR product than in hand-deboned 
product, even though no bone marrow would be introduced. 

FSIS has decided to allow alternative IPRs to be used in this 
interim final rule to reflect the inherent differences that exist among 
Sstanthingsproducts. 

Regarding the comment made that the use of the excessive iron 
measure as proposed would be biased against high protein and low fat 
products, FSIS believes that for practical purposes, the difference 
between the excessive iron and the IPR calculations is not great. 

In this interim final rule, however, FSIS is adopting a different 
excess iron limit measurement than the one proposed in 1998. This new 
limit is based on a more current examination of excess iron 
measurements for hand-deboned product from the 2002 survey of AMR 
procuct® See footnote, 1 in-new. Sec. 318.24 /c),(1) (41), for a detailed 
explanation of the formula derived for the excess iron value 
measurement. 

An assumption used by FSIS in the derivation of the excess iron 
value measurement for this interim final rule was that there would be 
duplicate measurements of iron and protein taken by establishments on 
an individual sample. Performing duplicate measurements on an 
individual sample is recommended because, on a few occasions in the 
2002 survey, large differences for samples were found when duplicate 
measurements were made. Thus, to ensure that AMR product is consistent 
with meat, FSIS is adopting a measured 3.5 mg/100 g excess iron limit 
based on duplicate analyses of samples of AMR product. 


Related Comments 


Comment: Several commenters alleged that FSIS has singled out AMR 
technology for scrutiny while products derived from a low temperature 
rendering process (LTRP) were approved by FSIS for the school lunch 
program without any scientific basis or public input. The suggestion 
was made that FSIS withdraw the proposed rule on AMR products until 
comparable rules to regulate LTRP products have been developed and 
implemented. 

Response: The Agency has focused on meat produced by AMR systems 
because it is the main product not produced by hand-deboning, and is a 
product in which constituents not expected in boneless meat can be 
incorporated as a result of the process used for its production. Other 
technologies, such as LTRP, generally involve the removal of components 
such as fat and muscle. The Agency intends to further evaluate how it 
regulates other types of operations that are used to manufacture meat 
and poultry trimmings from various starting materials. The Agency seeks 
more specific comment and data on the compositional characteristics of 
LTRP and similar products derived from non-AMR systems. 

Comment: A commenter said the proposal was based on an antiquated 
regulatory foundation because the definition of meat is obsolete and 
is, in effect, an anatomical description. In addition, the commenter 
maintained that the proposal was an attempt to relate a chemical 
constituent of AMR-derived product to the former USDA Handbook 8 
references for regulatory purposes and conflicted with Agency policies 
regarding constituents of “other meat products. 

Response: Meat is defined in anatomical terms, and not chemically, 
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because it is directly obtained from livestock and not chemically 
derived from other clements. Therefore, the regulatory definition of 
meat refers to the parts of livestock that are edible (as opposed to 
inedible parts/organs). The former Handbook 8 details the composition 
of foods but does not represent a formula for making ~*meat.'' FSIS is 
not relating a constituent of AMR product to former Handbook 8 data on 
the composition of meat. AMR product is meat unless it includes 
constituents such as spinal cord and DRG that are not expected 
constituents of boneless meat. In addition, FSIS has determined that 
AMR product is meat unless the process by which it is produced 
incorporates expected constituents, such as calcium and iron, at 
excessive levels. 

Comment: A commenter asked about FSIS" response to the report on 
AMR technology and on worker safety issues related to AMR systems.\7\ 

Response: Regarding the report, which was produced by the 
Georgetown University Center for Food and Nutritional “Policy, FSIS 
generally agrees with the historical and technical aspects of the 
feport On AMR systems. The report addressed the disagreements that have 
characterized the regulated introduction of mechanical deboning in this 
country, and how these initiatives have attracted the attention of 
consumer advocacy groups. The 1999 report states that the presence of 
CNS tissue in meats of any kind should be avoided and cited FSIS' 
prohibition against spinal cord in AMR meat since 1997. 

The report discussed the reduction in worker-related injuries as 
perhaps the greatest societal advantage of AMR systems. FSIS agrees 
that manual deboning and the use of motorized knives are dangerous 
because they are associated with direct injuries and cumulative trauma 
disorders (CTDs). The report noted that some studies have demonstrated 
a 38 percent increase in CTDs as a consequence of working in deboning 
operations. 

FSIS agrees with the statements in the report about the efficiency 
of AMR systems that makes meat processing operations more safe and 
profitable. However, for the reasons presented in this interim final 
rule, the Agency disagrees with the Sparks report's assertion that 
further rulemaking to refine the 1994 final rule is unwarranted. 

Comment: A commenter asked whether FSIS agreed with the cost 
estimates in the Sparks Companies, Inc., report, which provided an 
economic analysis of the 1998 proposed AMR rule.\8\ 

Response: FSIS does not agree with some of the conclusions in the 
Sparks report. For example, FSIS believes that it is unlikely that all 
AMR systems will be removed and replaced with tertiary hand-deboning 
procedures, as the report suggests. Not all of the AMR systems are used 
to process split vertebral columns with exposed and extruding bone 
Marrow tissue. Some systems are used to process only brisket or sternum 
and rib bones. The expected continued use of non-vertebral bones in AMR 
systems would considerably reduce the capital cost loss of $40 million 
estimated in the report. 

They ceporte S GLSCUSsi0On Of Capital costs also fdils to take into 
account depreciation of the AMR systems since 1994, which would 
considerably reduce the capital cost loss. In addition, the cost of 
auto-knives may be somewhat over-estimated because the report assumes 
that the knives depreciate within a year. FSIS would suggest that the 
authors of the report should have used only the flow of services of the 
knives, not the depreciation of the entire capital stock of the knives 
Within a year. 

However, the report was helpful and provided the Agency with 
important data to gauge volume and yield data, for example, and to gain 
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a greater understanding of the extent of the AMR beef and pork industry 
om this country. 

These comments and all of the other public comments submitted in 
response to the 1998 proposal are available for review in the FSIS 
Docket Room and at the FSIS Web site. 


[ [Page 1881]}] 
Consumer Group Petition 


Because of its concerns about the presence of spinal cord and DRG 
in AMR product, in 2001, a consumer group, the Center for Science in 
the Public Interest (CSPI) on behalf of other consumer and public 
health associations, petitioned USDA to institute regulatory actions to 
prohibit spinal cord and DRG in AMR beef products.\9\ In addition, a 
consortium of 14 animal welfare, farmer, environmental, and public 
health groups voiced similar concerns and urged USDA and the FDA to 
take immediate regulatory action.\10\ 


2002 Survey of AMR Products 


Im order to assess! the current industry practices associated with 
AMR systems, the petition submitted by CSPI, and the need for further 
Agency action with regard to AMR, the Agency determined that it needed 
GONCONDUCE FawsucVeYy Or eAMR Systems (ace., the 2002 Survey of AMR 
Products). Another purpose of this survey was to characterize the 
recovered product of AMR systems regarding texture and appearance, look 
at current production practices (e.g., pressure settings and type of 
source materials) and yield data, and determine how those practices 
influence the calcium and iron levels of the final product. 

In January 2002, FSIS began collecting random samples from the 42 
piston-driven AMR systems in production at 34 establishments harvestina 
AMR product derived from beef vertebrae or beef vertebrae mixed with 
other types of beef bones. Several establishments had more than one 
operating AMR system processing beef vertebrae. 

Over a 7-month period, samples from each AMR system that uses beef 
vertebrae as source material were randomly collected. An FSIS 
laboratory tested the products for the presence of spinal cord and DRG. 
At random times over the 7-month period, FSIS collected final. (after 
the desinewer) product samples and intermediate (before the desinewer) 
samples from each of the active machines. In addition, the AMR system 
model and identification number, type of starter (input) product, and 
the maximum pressure applied and pressure hold or dwell time (at the 
maximum pressure) of the systems were noted. Most of the samples also 
were tested for the food chemistry constituents calcium, iron, and 
protein. 

Although some of the establishments (4 of 34 or 12 percent) were 
able to produce final AMR product with no spinal cord or DRG on a 
consistent basis (based on all (six or more) samples being negative), 
other establishments consistently produced samples that tested positive 
for spinal cord and DRG. For the survey, approximately 35 percent of 
the final AMR product samples tested positive for spinal cord or DRG: 
29 percent for spinal cord and 10 percent for DRG. 

The occurrence of spinal cord and DRG was not considered to be 
sienipleantly conrelated; (that as ,oithespresence) of one’ of these tissues 
in a sample did not significantly affect the likelihood of the presence 
Goetnevorner. This) lack of significant) correlation suggests that there 
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may be different factors that determine the presence of these tissues 
in AMR product. On the other hand, estimated values of excess iron and 
calcium were positively correlated, suggesting that there is a common 
set of factors that influence their levels. See the final report on the 
2002 survey results in the FSIS Docket Room or at the FSIS web site for 
additional details.\11\ 


Polo Direcer vie JOS 


Ti PuoWse 200s ;srols 2tesued Directive: 7160.3, Revision I, to 
provide instructions to inspection program personnel for sampling 
boneless comminuted beef products from AMR systems in which vertebral 
columns are used and on actions to take if the product contains spinal 
cord.\12\ The directive did not address the presence of DRG tissue in 
AMR product because the Agency had not included DRG in the 1998 
proposed rule. 

After doing follow-up verification sampling, the Agency was 
especially concerned that some establishments were not adequately 
addressing the problem of spinal cord in AMR product. The directive 
defined the range of follow-up actions available to the Agency when 
product from an AMR system is found to contain spinal cord tissue. FSIS 
withheld label approval for those establishments whose AMR system 
repeatedly failed to produce product that was free of spinal cord. 
Thus, these establishments effectively were not allowed to produce AMR 
meat from beef vertebrae. 


Overview of This Interim Final Rule and Request for Comments 


FSIS is amending the meat inspection regulations in Parts 301, 318, 
and 320 of the Code of Federal Regulations by modifying the definition 
of “*meat;'' adding or modifying non-compliance criteria for bone 
solids, bone marrow, brain, trigeminal ganglia, spinal cord, and DRG; 
requiring the development, implementation, and maintenance of a written 
program, including documentation and recordkeeping requirements, for 
ensuring process control; and declaring inedible the skulls and 
vertebral column bones from cattle that are 30 months of age and older. 
As indicated in a new Section 310.22, which is adopted in another 
interim final rule issued today (see Docket 03-025IF in this 
issue of the Federal Register), skulls and vertebral column bones from 
cattle 30 months of age and older are inedible and cannot be used for 
human food. Therefore, if skulls or vertebral column bones from cattle 
30 months of age and older are used in AMR systems, the product exiting 
the AMR system is adulterated, and the product and the spent bone 
materials are inedible and cannot be use used for human food. For AMR 
product derived from the bones of cattle younger than 30 months, the 
presence of CNS-type tissues will render the product misbranded. 
Similarly, for AMR product derived from the bones of livestock other 
than cattle, the presence of CNS-type tissues will result in 
misbranding. For AMR product derived from the bones of all livestock, 
the restrictions associated with bone solids and bone marrow also 
relate to misbranding. 

FSIS is amending Sec. 301.2(b), the definition of ~“meat'' to make 
it clear that boneless meat may not include significant portions of 
bone or related components, such as bone marrow, or any amount of CNS- 
type tissues. Therefore, product produced using an AMR system must not 
include significant amounts of bone or related components. It also must 
not include any brain, trigeminal ganglia, spinal cord, or DRG. 
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Section 318.24(a) provides that skulls and vertebral column bones 
of cattle 30 months of age and older, 25 provided for in a new section 
310.22 which is adopted in another interim final rule issued today (See 
Docket 03-O025IF in this issue of the Federal Register), cannot 
be used in AMR systems. In addition, the recovered meat product exiting 
the AMR system must not significantly incorporate bone solids or bone 
Marrow, aS measured by the presence of calcium and excess iron, and 
cannot contain any brain, trigeminal ganglia, spinal cord, or DRG. 

Section 318.24(b) provides that establishments operating AMR 
systems are required to develop, implement, and maintain procedures 
Chat’ ensure that their production process: is “in control. The 
establishment must incorporate its production process procedures in a 
written program that is designed to ensure the ongoing effectiveness of 
the process control program. Because of the food safety concerns 
presented by SRMs, for establishments that process 


{{Page 1882] ] 


cattle, the written program must be in the establishment's Hazard 
Analysis and Critical’ Control’ Point (HACCP) plan, or in its Sanitation 
Standard Operating Procedure (Sanitation SOP) or other prerequisite 
program. 

By declaring SRMs inedible and prohibiting their use for human 
food, FSIS will ensure that materials that could present a significant 
risk to human health, but whose infectivity status cannot be readily 
ascertained, are excluded from the human food supply. 

Because BSE was recently confirmed in a cow in the United States, 
FSIS has determined that the SRMs, adopted in another interim final 
rule issued today (see Docket 03-025IF in this issue of the 
Federal Register), are unfit for human food. Thus, the status of these 
materials has changed from edible to inedible. Such a change is likely 
to affect the underlying hazard analysis that must be conducted as 
prescribed by 9 CFR 417.4(a) (3). Therefore, in response to this change, 
FSIS expects that establishments that slaughter cattle or process 
carcasses or parts of cattle will reassess their HACCP plans in 
accordance with 9 CFR 417.4(a)(3) to address SRMs. 

Under Sec. 318.24(b), the written program must include the 
observation of bones entering the AMR system and the testing of the 
product exiting the AMR system. The establishment shall maintain 
records on a daily basis sufficient to document the implementation and 
verification of its production process. The establishment shall make 
the documentation available to inspection program personnel. 

Section 318.24(b) makes clear that establishments will be expected 
to determine how and when they will test product for calcium, iron, 
spinal cord, and DRG. Based on the supporting documentation provided by 
the establishment, and FSIS's own verification, FSIS will make a 
determination whether the product is misbranded or adulterated. FSIS 
expects that the establishment will ensure that each production lot is 
in compliance with the provisions of this regulation. 

Regarding the testing methodology for spinal cord and DRG, FSIS 
will continue to use its validated histological procedures. However, 
FSIS is aware that establishments have access to methodology that is 
not as specific or sensitive as the FSIS methodology and that is 
considerably less expensive to perform. FSIS encourages establishments 
to use any methodology that is effective. FSIS cautions establishments, 
however, that if the establishment's methodology is not adequate to 
discern complying product from non-complying product, FSIS will ensure 
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that non-complying product is not allowed to enter commerce. 

Because of the expense and time associated with highly sensitive 
and specific tests, such as the methodology used by FSIS, researchers 
have been working on quicker and less costly tests. One such research 
effort has employed ELISA technology. For the 2002 AMR beef survey, an 
ELISA procedure was examined by FSIS, but FSIS concluded that the test 
was not sufficiently specific or sensitive. Not only were there many 
false positive and negative results (when compared to the FSIS 
histological results), the rates of false positive and negative results 
were establishment dependent. This latter finding could imply that 
there was some other component in the product interfering with the 
lee Siar 

FSIS is aware that there are a number of research efforts underway 
to improve the sensitivity and specificity of the rapid tests that can 
be used in lieu of the normative histological tests for evaluating the 
presence of spinal cord and DRG. FSIS does not want to preclude the use 
of such tests by establishments. Therefore, FSIS is soliciting 
information during the comment period on alternative test methods and 
performance specificity and sensitivity. FSIS is interested in 
identifying a test for use by establishments that is as sensitive to 
the presence of spinal cord and DRG in product as the histological test 
employed by FSIS, but that is less expensive and less time consuming. 

The production process is not in control if the skulls of livestock 
entering the AMR system contain any brain or trigeminal ganglia tissue, 
or the vertebral column entering the AMR system has any spinal cord. In 
addition, the process is not in control if the recovered product 
contains unacceptable levels of bone solids or bone marrow, or any 
Leva laOuaespanal Cord or. DRG, as provided for in -Sec.. 318 .424\(¢).= In 
addition, sche sporoduction process is notin control jit the product is 
not properly labeled or spent bone materials are not properly handled. 

Section 318.24(c) (1) describes the five criteria that define when 


recovered AMR product may not be used and labeled as ~°meat.'' They 
include a measure for excess bone solids (calcium content above the 
stated level); a measure for excess bone marrow (iron in relation to 


protein above the stated level); the presence of brain or trigeminal 
ganglia; the presence of spinal cord; and the presence of DRG. 

In Sec. 318.24(c) (2), if the recovered product derived from any 
livestock fails under any of these criteria, it cannot be labeled as 
~*meat.'" In addition, product derived from beef skulls or vertebral 
column bones from cattle younger than 30 months containing CNS-type 
tissues cannot be used as an ingredient of a meat food product. For 
example, this product, if it contained spinal. cord, cannot be labeled 
as ~~Beef with Spinal Cord'' or ~°Beef with Spinal Cord Meat Food 
Product'' because detached spinal cord is prohibited from use in the 
preparation of edible product other than for edible rendering (9 CFR 
318.6(b) (4)). It also cannot be labeled as MS(Beef) because FSIS has 
determined MS(Beef) to be inedible and prohibited its use as human food 
(see Docket 03-025IF in this issue of the Federal Register. 

Such product can be rendered to produce products identified as beef 
stock, beef extract, and beef flavoring without any identification of 
the source materials other than ~‘beef'' because the source materials 
are edible, not inedible. FSIS has determined that it is appropriate to 
now prohibit product that contains CNS-type tissues derived from cattle 
younger than 30 months of age for use in a meat food product, except 
for the sale of brain or the use of brain in which its presence is 
required to be reflected prominently and conspicuously in labeling. 
FSIS has established precedent for not allowing detached spinal cord 
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for use in meat food products, but does allow its use for edible 
rendering. FSIS requests comment on whether product derived from the 
bones of cattle younger than 30 months (as well as product from 
livestock other than cattle) that may contain CNS-type tissues should 
continue to be allowed in edible rendering, or whether such product 
should be inedible and not allowed in edible rendering or allowed in 
descriptively labeled meat food product. FSIS requests comment on 
whether edible rendered products derived from bones of livestock in 
which the bones may. contain CNS-type tissues should be required to bear 
a common or usual name that reflects the potential presence of CNS- 
tissue (e.g., ~ beef stock derived from materials that may contain 
spinadwcord!')s, FSIS will. be working with, FDA on this issue. 

As discussed above, skulls or vertebral column bones from cattle 30 
months of age and older may not be used at all in AMR systems. Product 
derived from bones of cattle other than skulls or vertebral column 
bones may bear a name that is not false or misleading but cannot bear 
the name ~°Mechanically Separated (Beef).'' In another interim final 
rule issued today (see Docket 03-025IF in this issue of 


[{[Page 1883]}] 


the Federal Register), FSIS has determined that MS(Beef) is inedible 
and prohibited its use as human food. Such product would not contain 
CNS-type tissues because only the skulls and vertebral column bones 

contain CNS-type tissues. 

For purposes of this rule, bone marrow from cattle is not 
identified as an SRM. The scientific evidence to establish that cattle 
bone marrow is a tissue that demonstrates infectivity is inconclusive 
at this time (see Docket No. 03-025IF, also published in this issue of 
the Federal Register for additional information about bone marrow). 
Therefore, product from cattle of any age (e.g.,. through the use of AMR 
systems using long bones rather than vertebral column bones) that fails 
to meet the bone marrow standard is misbranded. FSIS seeks comment on 
this issue. 

Section 318.24(c)(3) provides that spent skulls and vertebral 
column bone materials from cattle eligible to enter an AMR system 
(i.e., from cattle younger than 30 months of age) are eligible for 
edible rendering, as is the product derived from these bones that 
contains CNS-type tissues (see Sec. 318.24 (¢)(2) (i) oxr_{ii). 

Although some non-complying AMR product derived from the vertebral 
column of pork and livestock other than cattle may be diverted to use 
as MS(Species), such a practice has not been customary in the past 
because MS(Species) rarely, if ever, is produced in the United States. 
FSIS is considering rulemaking on MS(Species) from species other than 
CabtlLe regarding the presence.of CNS-=type \tissue in this product and is 
seeking comment on this issue. 

Section 320.1 is amended to extend the recordkeeping requirements 
to the entire AMR process control system. The current regulation 
applies only to the calcium criteria. This change is necessary to 
ensure that establishments maintain appropriate records documenting 
that they are controlling the entire process, including the appropriate 
identification and segregation of cattle and their derived products. 
The establishment may determine to incorporate the control procedures 
and recordkeeping into their HACCP plan or into their Sanitation SOP or 
other prerequisite program. Such control procedures may be based on the 
guidance prepared by the Canadian government for their industry. 
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Request for Comments 


FSIS requests comments on the measures contained in this interim 
final rule, and specifically on whether the Agency has chosen measures 
that are most appropriate for preventing human exposure to the BSE 
agent in the United States. 


Emergency Action 


Given the fact that a cow in Washington State tested positive for 
Bok on December 23, 2003, it is necessary to issue this rule on an 
emergency basis. BSE infectivity has been confirmed in the brain, eyes, 
trigeminal ganglia, tonsils, spinal cord, DRG, and distal ileum. 
Furthermore, most of these tissues have demonstrated infectivity before 
experimentally infected animals developed clinical signs of disease. 
Thus, BSE infectivity in these tissues is not readily ascertainable. 
Therefore, FSIS has determined that it must take immediate action to 
ensure that materials that could present a significant risk”°to human 
health in beef derived from AMR systems and the spent bone materials 
derived from AMR systems are excluded from the human food supply. 

Under these circumstances, the FSIS Administrator has determined 
that prior notice and opportunity for public comment are contrary to 
ihe publite interest, ana that there’ is good’ cause’ under 5 UTS?C. 553 
for making this rule effective less than 30 days after publication in 
the Federal Register. FSIS will consider comments received during the 
comment epervod for this interim rule” (See DATES above). After the 
comment period closes, the Agency will publish another document in the 
Federal Register. The document will include a discussion of any 
comments received in response to this interim rule and any amendments 
made as a result of those comments. 

In an effort to ensure that establishments comply with this interim 
final rule upon publication in the Federal Register, FSIS will provide 
guidance to inspection program personnel regarding the implementation 
strategy. At a minimum, FSIS inspection program personnel will be 
directed to meet with management of each affected establishment to 
discuss how and when the establishment expects to complete its 
reassessment of its HAACP plan to ensure that SRMs and MS(Beef) do not 
adulterate product. 


Executive Order 12866 and the Regulatory Flexibility Act 


This rule has been reviewed under Executive Order 12866. It has 
been determined to be economically significant for purposes of E.O. 
12866. 

The emergency situation surrounding this rulemaking makes timely 
compliance with Executive Order 12866 and the Regulatory Flexibility 
RCemtse Usssc. OUl er Sed,) ampracticable. 

FSIS is currently assessing the potential economic effects of this 
action. When this work is complete, the Agency will publish a notice of 
availability in the Federal Register and will provide an opportunity 
for public comment. 


Executive Order 12988 
This interim final rule has been reviewed under Executive Order 


12988, Civil Justice Reform. This rule:.(1) Preempts State and local 
laws and regulations that are inconsistent with this rule; (2) has no 
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retroactive effect; and (3) does not require administrative proceedings 
before parties may file suit in court challenging this rule. However, 
the administrative procedures specified in 9 CFR 306.5. must be 
exhausted before any judicial challenge of the application of the 
provisions of this interim final rule, if the challenge involves any 
decision of an FSIS employee relating to inspection services provided 
undermthe: FMIA» or °PPIA. 


Paperwork Reduction Act 


In accordance with section 3507(j) of the Paperwork Reduction Act 
Of 1995 (449U2s265 B50ivetiseq.)) thesinformattion collection *and 
recordkeeping requirements included in this interim final rule have 
been submitted for emergency approval to the Office of Management and 
Budget (OMB). OMB has assigned control number 0583-XXXX to the 
information and recordkeeping requirements. 

Title: Advanced Meat Recovery Systems. 

Type ef collection: New. 

Abstract: FSIS has reviewed the paperwork and recordkeeping 
requirements in this interim final rule in accordance with the 
Paperwork Reduction Act. Under this interim final rule, FSIS is 
requiring a new information collection activity. FSIS is requiring 
establishments that produce meat from AMR systems to ensure that bones 
used for AMR systems do not contain brain, trigeminal ganglia, or 
Spinalwcord;etortest for calcium (at a different level than previously 
required), iron, protein, spinal cord, and DRG, to document their 
testing protocols, to assess the age of cattle product used in the AMR 
system, and to document their procedures for handling product from 
cattle of any age in a manner that does not cause product to be 
misbranded or adulterated, and to maintain records of their 
documentation and test results. 

Estimate of burden: FSIS estimates that it will take establishments 
OnfavdaLilyibasis sO minutesttorcollect the 


[{[Page 1884] ] 


information such as for calcium and iron and 30 minutes to sample for 
Spinal cord and DRG. The Agency estimates that it will take 2 minutes 
to do recordkeeping of test results. FSIS also estimates that it will 
take establishments 2 hours to develop their testing protocols. 

Respondents: Establishments that produce livestock product (e.g., 
beef and pork) from AMR systems. 

Estimated Number of Respondents: 56. 

Estimated Number of Responses per Respondent: 1,201. 

Estimated Total Annual Burden on Respondents: 18,088 hours. 

Copies of this information collection assessment can be obtained 
from John O'Connell, Paperwork Reduction Act Coordinator, FSIS, USDA, 
Lie tarnnex, S00012th*Streetp SW., Washington, DC 20250-3700. 


Additional Public Notification 


Public involvement in all segments of rulemaking and policy 
development is important. Consequently, in an effort to better ensure 
that minorities, women, and persons with disabilities are aware of this 
interim final rule and informed about the mechanism for providing their 
comments, FSIS will announce it and make copies of this Federal 
Register publication through the FSIS Constituent Update, which is 
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communicated via Listserv, a free e-mail subscription service. In 
addition, the update is available online through the FSIS web page 
located at http://www.fsis.usda.gov. The update is used to provide 





information regarding FSIS policies, procedures, regulations, Federal 


Register notices, FSIS public meetings, recalls, and any other types of 


information that could affect or would be of interest to our 
constituents and stakeholders. The constituent Listserv consists of 
industry, trade, and farm groups, consumer interest groups, allied 
health professionals, scientific professionals, and other persons who 


have requested to be included. Through the Listserv and web page, FSIS 


is able to provide information to a much broader, more diverse 
audience. 


For more information, contact the Congressional and Public Affairs 
Office, at (202) 720-9113. To be added to the free e-mail subscription 


Service (Listserv) go to the “Constituent Update'' page on the FSIS 


Web site at http://www. fsis.usda.gov/oa/update.htm. Click on the 


' subseribe to the Constituent Update Listserv'' link, then fill out 
and submit the form. 


Footnotes 


The following sources are referred to in this document and are 
available for review in the FSIS Docket Room (See ADDRESSES above) 
between 8:30 a.m. and 4 p.m., Monday through Friday. 

i, Harvard Centensfor Risk»-Analysis,Harvard School of Public 
Health, and Center for Computations Epidemiology, College of 
Veterinary Medicine, Tuskegee University, November 2001. Evaluation 
of the Potential for Bovine Spongiform Encephalopathy in the United 
States. 

2. Summary of Calendar Year 2003 AMR Testing, FSIS. 

3. Hasiak, R.J. and H. Marks, The ~ Advanced Meat Recovery 
Systeme. curvey Project final Report, Febnuary (21,1991, 

4. FSIS Directive 7160.2, ~ Meat'' Prepared Using Advanced 
Mechanical Meat/Bone Separation Machinery and Meat Recovery Systems, 
Pore i4, LOoy. 

5. FSIS technical paper, Derivation of excess iron limits for 
meat products produced by Advanced Recovery Systems, July 21, 1999. 

6. Wyndom, W.R. and R.A. Field, Effect of method of analysis on 
iron content of beef from advanced meat recovery systems, May 2000. 

7. Georgetown University Center for Food & Nutritional Policy, 
Advanced Meat Recovery Systems, 1999. 

8 w-oparks .Companies,, Inc., Advanced Meat. Recovery »Systems--An 
Economic Analysis of Proposed USDA Regulations, July 1999. 

9.. Letter to FDA and USDA, submitted by Public Citizen, and 
signed by the Animal Welfare Institute. Cancer Prevention Coalition, 
Center for Food Safety, Community Nutrition Institute, Family Farm 
Defenders, Farm Sanctuary, Global Resource Action Center for the 
Environment, Government Accountability Project, Project Humane 
Farming Association, institute fon Agriculture and Trade, Policy, 
National Family Farm Coalition, Organic Consumers Association, 
Eble Gibuzen, and the U.S. Public Interest Research Group, April 
TS ipeec OL. 

10. Petition for Regulatory Action to Bar the Use of Spinal Cord 
and Columns and Other Potentially Infectious Tissue from Beef in the 
Human Food Supply, submitted by the Center for Science in the Public 
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Interest, on behalf of the American Public Health Association, 
Consumer Federation of America, Government Accountability Project, 
National Consumers League, and Safe Tables Our Priority, August 9, 
2001. 

11. Analysis of 2002 FSIS Bovine AMR Survey Results, prepared by 
the USDA, FSIS, February 2003. 

12. FSIS Directive 7160.3, Revision 1, Advanced Meat Recovery 
Using Beef Vertebral Raw Materials, August 25, 2003. 


List of Subjects 
PVCERVPare 30) 
Meat and meat products. 
BeCER Part. 518 
Meat inspection, Records. 
DeChR Part 2320 
Meat inspection, Records. 
0 
For the reasons set forth above, FSIS is amending 9 CFR, chapter III, 
asmtol lows: 


PART 301--TERMINOLOGY 


0 
1. The authority citation for part 301 continues to read as follows: 


BULHOtaLys J Uls.C. 450, 1901-1906; 21 U.S.C, 601-695; 7 CFR 
ES i ange 


0 
Zee eCoM SULA chen aetinitVTonsot —  Meaclwuls: revised tor read as 
follows: 


SCCM Ole Detalmat ons. 


Se ke 

Meat. (1) The part of the muscle of any cattle, sheep, swine, or 
goats which is skeletal or which is found in the tongue, diaphragm, 
heart, or esophagus, with or without the accompanying and overlying 
fat, and the portions of bone (in bone-in product such as T-bone or 
porterhouse steak), skin, sinew, nerve, and blood vessels which 
normally accompany the muscle tissue and that are not separated from it 
in the process of dressing. As applied to products of equines, this 
term has a comparable meaning. 

(i) Meat does not include the muscle found in the lips, snout, or 
ears. 

(ii) Meat may not include significant portions of bone, including 
hard bone and related components, such as bone marrow, or any amount of 
brain, trigeminal ganglia, spinal cord, or dorsal root ganglia (DRG). 
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kak ek ae ee 


PART 318--ENTRY INTO OFFICIAL ESTABLISHMENTS; REINSPECTION AND 
PREPARATION OF PRODUCTS 


0 
Seemhevaltnorityreitations for part’ 318" continues to’ read’ asfolllows: 


AUthoriry: | 72s SwOe1S8f, 4507619011906? 21 Wrs.c.'"601-695;°7 
CERT on 7 2. U8). and2753. 


0 
4. Section 318.24 as revised to read as follows: 


Sec. 318.24 Product prepared using advanced meat/bone separation 
machinery; process control. 


(a) General. Meat, as defined in Sec. 301.2 of this subchapter, 
may be derived by mechanically separating skeletal muscle tissue from 
the bones of livestock, other than skulls or vertebral column bones of 
Cattlers0 monthsvof age andtolder as provided in’ Secv¥” 310.522*0f this 
subchapter, using advances in mechanical meat/bone separation machinery 
(i.e., AMR systems) that, in accordance with this section, recover 
meat = 

(1) Without significant incorporation of bone solids or bone marrow 
as measured by the presence of calcium and iron in excess of the 
requirements in this section, and 

(2) Without the presence of any brain, trigeminal ganglia, spinal 
Cord,for dorsal root’ ganglia’ (DRG) 


[[Page 1885] ] 


(b) Process control. As a prerequisite to labeling or using product 
as meat derived by the mechanical separation of skeletal muscle tissue 
from livestock bones, the operator of an establishment must develop, 
implement, and maintain procedures that ensure that the establishment's 
Producti onsprocessPrLs#@ini control % 

(LjSeTherproduction process is notin control ©if* the'skulls entering 
the AMR system contain any brain or trigeminal ganglia tissue, if the 
vertebral column bones entering the AMR system contain any spinal cord, 
if the recovered product fails otherwise under any provision of 
paragraph (c)(1), if the product is not properly labeled under the 
provisions’ of paragraph (c)i(2), or if the spent bone materials are not 
properly handled under the provisions of paragraph (c) (3) of this 
section. 

(2) The establishment must document its production process controls 
in writing. The program must be designed to ensure the on-going 
effectiveness of the process controls. If the establishment processes 
eattiepethe program must®be in its’ HACCP*plany; its Sanitation SOP; “or 
other prerequisite program. The program shall describe the on-going 
verification activities that will be performed, including the 
observation of the bones entering the AMR system for brain, trigeminal 
ganglia, and’ spinal cord;)\the testing of the product exiting the AMR 
system for bone solids, bone marrow, spinal cord, and DRG as prescribed 
im paragraph (c)(1) of this section; the use of the product and spent 
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bone materials exiting the AMR system; and the frequency with which 
these activities will be performed, 

(3) The establishment shall maintain records on a daily basis 
sufficient to document the implementation and verification of its 
production process. 

(4) The establishment shall make available to inspection program 
personnel the documentation described in paragraphs (b)(2) and (b) (3) 
of this section and any other data generated using these procedures. 

(c) Noncomplying product. (1) Notwithstanding any other provision 
of this section, product that is recovered using advanced meat/bone 
separation machinery is not meat under any one or more of the following 
circumstances: 

(2) Bone solbids:. The product"s scalcium content,’ measured ‘by 
individual samples and rounded to the nearest 10th, is more than 130.0 
mg per 100 g. 

(ii) Bone marrow. The product's added iron content, measured by 
duplicate analyses on individual samples and rounded to the nearest 
L0thy is more than 3.5 mg per 100 g.\1\ 


\l\ The excessive iron (ExcFe) measurement for an analyzed 
sample is equal to the obtained iron (Fe) result expressed in mg/100 
g measured and rounded to the nearest 100th or more for that sample, 
Mims Lhe, producer ot) three factors: (1} The iron to protein ratio 
(IPR) factor associated with corresponding hand-deboned product; (2) 
the obtained protein (P) result (%) for that sample; and (3) a 
CONSPanbmLactom Ohm LHOrarin formula, tehisMcanibeliwritttentas; Excke = 
mFe - IPR x Protein x 1.10, where ExcFe represents the excess iron, 
expressed in units of mg/100 g; mFe represents the measured level of 
aon (ke, a mg/l 00eg );atPR) as: thera ronito-proteinxratiomtor) the 
appropriate hand-deboned product, and ~*~Protein'' is the measured 
level of protein rounded to the nearest 100th and expressed as a 
percentage of the total weight of the sample. In lieu of data 
demonstrating otherwise, the values of IPR to be used in the above 
formula are as follows: For beef products the value of IPR is equal 
to 0.104, except for any combination of bones that include any beef 
neckbone product, for which the value of 0.138 is to be used; for 
pork product, the IPR value is 0.052. Other IPR values can be used 
provided that the operator of an establishment has verified and 
documented the ratio of iron content to protein content in the 
skeletal muscle tissue attached to bones prior to their entering the 
AMR system, based on analyses of hand-deboned samples, and the 
documented value is to be substituted for the IPR value (as 
applicable) in the above formula with respect to product that the 
establishment mechanically separates from those bones. 


(iii) Brain or trigeminal ganglia. Skulls that enter the AMR system 
have tissues of brain or trigeminal ganglia. 

(av) Spinal cord. Vertebral column bones that enter the AMR system 
have tissues of spinal cord, or the product that exits the AMR system 
contains spinal cord. 

(v) DRG. The product that exits the AMR system contains DRG. 

(2), Tf product that. may not be labeled or used as “meat'' under 
this section meets the requirements of Sec. 319.5 of this subchapter, 
it may bear the name ~~Mechanically Separated (Species)'' except as 
follows: 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-038IF htm 1/12/2004 
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(i) If skulls or vertebral column bones of cattle younger than 30 
months of age that entei the AMR system have tissues of brain, 
trigeminal ganglia, or spinal cord, the product that exits the AMR 
system shall not be used as an ingredient of a meat food product. 

(11) If product that exits the AMR system contains spinal cord or 
DRG from bones of cattle younger than 30 months of age, it shall not be 
used as an ingredient of a meat food product. 

(i111) If product derived from any bones of cattle of any age does 
not comply with (c)(1)(i) or (ii), it may bear a common or usual name 
that is not false or misleading, except that the product may not bear 
the name ~“Mechanically Separated (Beef).'' 

(3) Spent skulls or vertebral column bone materials from cattle 
younger than 30 months of age that exit the AMR system shall not be 
used as an ingredient of a meat food product. 


PART 320--RECORDS, REGISTRATION AND REPORTING 


0 
aie aucnority citatron for part 320 continues to read as follows: 


PUBNOGtE eek Wao c.. Obl 6957 7 CFRe2 1, 2418, and 2555. 


Sec. BVA0) 5 Ak [Amended] 


0 

6. Section 320.1, paragraph (b) (10), is amended by removing “of 

calcium content in meat derived from'' and adding, in its place, 

~*documenting the development, implementation, and maintenance of 
procedures for the control of the production process using.'' 


Done in Washington, DC, on: January 7, 2004. 
(Gsieey Iho WEES, 
Administrator. 
feke boc. 04-626 Filed 1=-8-04; 1:43 pm!) 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-038IF.htm 1/12/2004 
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| Teaching Workshop 


Bovine Spongiform Encephalopathy (BSE) 


Air-injection Stunning 





| Air-injection Stunning Prohibited 


= January 12, 2004 













a FSIS published an interim final rule with request 
for comments. (69 Fr 1885, January 12, 2004) 






a Amends FSIS regulations to prohibit air-injection 
stunning of cattle. 






| Air-injection Stunning 


» “Captive bolt stunners that deliberately inject 
compressed air into the cranium at the end of 
the penetration cycle shall not be used to 

stun cattle.” (313.15 (b) (2) (ii)) 















| Harvard Study 


a Harvard Center for Risk Analysis conducted a 
risk assessment for BSE: 


a FSIS commissioned the study and released the results on 
November 30, 2001. 

Among other things, the risk assessment compared 
standard captive bolt stunning and captive bolt stunning 
with air-injection. 

Found that air-injection stunners can fail on occasion and 
result in an increase of CNS tissue disseminated into the 
circulatory system of cattle, thereby increasing the 
probability of BSE agent transfer. 
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| Air-injection Stunning and BSE 


s Other studies have shown that: 


a Air-injection stunning can force visible pieces of 
brain and other Central Nervous System (CNS) 
tissue—known as macro-emboli—into the 

circulatory system and organs of stunned cattle. 





a Most of the infectivity in cattle that have BSE is 
found in the CNS tissue (brain and spinal cord). 


| European Commission Opinion 


a In early 2002, the European Commission's 
Scientific Steering Committee concluded that 
air-injection stunning was the method which 
had the highest risk of disseminating CNS 
tissues to other tissues and organs. 





| Air-Injection Stunning 


= Changes in regulations: 













a Previous regulation 9 CFR 310.13 specifically 
listed air-injection captive bolt stunning as an 
approved method. 

s Amended to prohibit its use in cattle. 











a Regulation 313.15 (b) (2) (ii) 
= New paragraph added to prohibit air-injection stunners. 





| Stunning Devices Used in the U.S. 


= Two types of captive bolt stunners: 
a Penetrative 
a Non-penetrative 
» Most cattle slaughter plants in U.S. use 


penetrative captive bolt stun guns (without 
air-injection). 

= FSIS does know that very few, if any, plants 
in the U.S. use air-injection stunning. 





| Stunning Methods 


= FSIS inspection personnel verify that 
slaughter plants are using approved stunning 
devices. 
















Imported Beef 


» Imported products must meet all safety 
standards for products produced in the U.S. 


a Therefore, foreign establishments that use air- 
injection stunning for cattle are prohibited from 
importing beef products into the U.S. 


The Future 


= There are relatively few studies on stunning 
techniques and CNS tissue. 


s If further studies indicate that other stunning 
techniques introduce CNS tissues into the 
circulatory system of cattle, FSIS will 
consider prohibiting their use as well. 





Food Safety and Inspection Service (FSIS) Prohibitions 
On Air-injection Stunning Devices 


Because BSE was confirmed in a cow in the United States on December 25, 2003, FSIS is 
prohibiting the use of penetrating stunning devices that inject air into the cranial cavity of 
cattle. This requirement is to ensure that portions of the brain are not dislocated into the 
tissues of the carcass as a consequence of humanely stunning cattle during the slaughtering 
process. In emergency rulemaking, FSIS is prohibiting the use of certain parts of cattle 


carcasses in food. 


Previous Requirements 
Before January 12, 2004 
Situation: 
¢« No BSE positives had been found in the 

US: 





Materials prohibited from use in food: 

¢ Tonsils and distal ileum, 

¢ Detached spinal cords could not be used 
in edible products, but could be used in 
edible rendering. 


Air-injection stunning devices: 
Allowed. 


Current Requirements 
inni 12, 2004 





Situation: 

¢ The first BSE positive for a cow in the 
U.S. was confirmed on December 25, 
2003. 

Materials prohibited from use in food: 

In all cattle, “specified risk materials” 

(SRMs) are: 

e Distal ileum of the small intestine (but to 
ensure complete removal, FSIS requires 
entire small intestine to be removed) 

- Tonsils 


In cattle 30 months of age or older, 
additional “specified risk materials” (SRMs) 
are prohibited from use in human food. 
They are: 
_ Brain 

Skull 

Eyes 

Trigeminal ganglia 

Spinal cord 

Vertebral column (excluding the 

vertebrae of the tail, the transverse 

processes of the thoracic and lumbar 

vertebrae, and the wings of the sacrum) 
Dorsal root ganglia (DRG). 
(Interim final rule and request for comments 
was published January 12, 2004.) 
Air-injection stunning devices: 
Not allowed. 
(Interim final rule and request for comments 
was published January 12, 2004.) 





Number of plants in the U.S. using air- 


injection stunning devices: 
FSIS was not aware of any. 





Regulatory Changes 
NOTE: The interim final rule which includes the preamble and 


these changes follows this section. 


Prohibition of the Use of Certain Stunning Devices Used to 
Immobilize Cattle During Slaughter 


List of Subjects 
OSCERM Partita LO 
Animal diseases, Meat inspection. 
9 CFR Part 313 
Animal welfare, Livestock, Meat inspection. 
0 
For the reasons discussed in the preamble, FSIS amends 9 CFR chapter 
III as follows: 


PART 310--POST-MORTEM INSPECTION 


0 
1. The authority citation for part 310 continues to read as follows: 


PUtniOniurye 2 liso .G OOL-O997. 5) (CER 2, 135i .056 


Sec. 310.13 [Amended] 

0 

2. Section 310.13 is amended as follows: Paragraph (a) (2) (iv) (C) is 
amended by adding the phrase ~°of all livestock except cattle'' after 
Seinto the skull** and before” “in conjunction with’. 


PART 313--HUMANE SLAUGHTER OF LIVESTOCK 


0 
1. The authority citation for part 313 continues to read as follows: 


PULDOrLC Ve eieUe ao. Goel VOl—-19067121°0.5.C. 601-695; (2CrR 2.17; 
ZOO s 


Sec. 313.15 [Amended] 


0 
2. Section 313.15 is amended as follows: 

Paragraph (b) (2) is amended by revising the paragraph heading, 
designating the text as paragraph (b)(2)(i), and by adding a new 
Paragraph (b) (2) (ii). The added and revised text reads as follows: 
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(2) Special requirements and prohibitions. 
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(ii) Captive bolt stunners that deliberately inject compressed air 


into the cranium at the end of the penetration cycle shall not be used 
to stun cattle. 
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Federal Register: January 12, 2004 (Volume 69, Number 7) ] 

Rules and Regulations] 

Page wo 85 —113-9i15] 

rom the Federal Register Online via GPO Access [wais.access.gpo.gov] 
DOCID:fri2zja04-27)] 


Ss 


DEPARTMENT OF AGRICULTURE 
Food Safety and Inspection Service 
eer hwrartseol0 and) 3.5 


[Docket No. 01-033IF] 


Prohibition of the Use of Certain Stunning Devices Used to 
Immobilize Cattle During Slaughter 


AGENCY: Food safety and Inspection Service, USDA. 


ACTION: Interim final rule with request for comments. 


SUMMARY: The Food Safety and Inspection Service (FSIS) is amending the 
Federal meat inspection regulations to prohibit the use of penetrative 
captive bolt stunning devices that deliberately inject air into the 
cranial cavity of cattle. This rulemaking responds to the findings of a 
risk assessment on bovine spongiform encephalopathy (BSE) conducted by 
the Harvard Center for Risk Analysis (referred to as the Harvard study) 
and is part of a series of actions that the USDA is taking to 
strengthen its BSE prevention programs. 

The Harvard study found that, owing to already ongoing Federal 
programs, the U.S. is highly resistant to the introduction and spread 
of the disease. Even so, the USDA response to BSE has always been 
proactive and preventive. 

Therefore, “FSIS is taking this*action to address the potential risk 
posed by stunning devices that may force visible pieces of brain, known 
as macro-emboli, into the circulatory system of stunned cattle. 


[[Page 1886] ] 


DATES: Effective January 12, 2004; comments received on or before April 
12, 2004 will be considered prior to issuance of a final rule. 


ADDRESSES: Send an original and two copies of comments to: FSIS Docket 
Clerk, Docket 01-033IF, Room 102, Cotton Annex, 300 C Street, 

SW., Washington, DC 20250-3700. Reference materials cited in this 
document and any comments received will be available for public 
inspection in the FSIS Docket Room from 8:30 a.m. to 4:30 p.m., Monday 
through Friday. 


FOR FURTHER INFORMATION CONTACT: Daniel Engeljohn, Ph.D., Executive 
Associate, Policy Analysis and Formulation, Office of Policy and 


httn://www.fsis.usda.gov/OPPDE/rdad/FR Pubs/01 -0331F .htm 1/12/2004 






































Te 


: & 
a 
iio, 2 dato Ghose jae 


ans gt 


ry Prgh. 
i. > é fe a huseyes 7) * a) Lae) | tia tial pad 
7 ae 
Ne 
a. 
shitr-st ae ial <n atitun Pigy 
‘* - 
need 1 FySe os? want a0 
AY ie 
3 Pah se arr - 
\ 7 


_ 
‘) satya. iuiiaiele Obiiot) 4, Sere Se me a yt! 
7 


ej Wiis aff ae 42 
a ee 
)\Vabe no Boy age? are e20%a 2. wi ee 


‘ae 








a 
"Ayan . Do taai eo ‘FI = ca Leap b mae ror — 


= 
"=< @ » § @4 © awe MN a> 
> 


7 { : [tet ) Sg eyee BAh eae ; MEF aioe “i mw’ hut 
av? i j ka TI Rites ae Fre (pea. sop 99 oy sry 
Mt Pas 2 asa {ws chp legit rey a os 
Ak eee.is i309 “Ditties Os seed ie. ta rr 
vac aTL Y=) ong ar 2i6GUL= i" Ths joRhers 5 

i , on tea i hodeks 26) 2 eke ee oa 
Hinge Sl AIS wee” Petes wie bie a : 
oe Tia 


ly ‘wet gl pi rr rig Whe 4 (eg we La. é 
Et ige fiis® 10 r foulo*yit® eA a ot, Se 
me, Svevla Bem dP eats, ene 
7 


Jv i4 Lab taAiog 2d opis (ne 
awed 5 























7 
ball ws i 
ie 


a wes Rigi: | 
San awe 


yee) x = 1S S540 ini 
» 


Olsen tenes is am ; “ 
® 7 id 7 


Lage iefaiea. is 
“eas 


Docket No. 01-033IF - Prohibition of the Use of Certain Stunning Devices Us... Page 2 of 15 


Program Development, Food Safety and Inspection Service, U.S. 
Department of Agriculture, Washington, DC 20250-3700; (202) 205-0495. 


SUPPLEMENTARY INFORMATION: 
Background 


BSE is a slowly progressing, fatal degenerative disease that 
affects the central nervous system (CNS) of cattle. BSE belongs to the 
family of diseases known as the transmissible spongiform 
encephalopathies (TSEs), which include scrapie in sheep and goats, 
chronic wasting disease (CWD) in deer and elk, and Creutzfeldt-Jakob 
Disease (CJD) in humans. In 1996, following outbreaks of BSE in cattle 
in the United Kingdom, scientists found a possible link between BSE and 
a new variant of CJD, commonly referred to as variant CJD (vCJD). While 
it is not certain how BSE may be spread to humans, evidence indicates 
that humans may acquire vCJD by consuming parts of cattle that contain 
the BSE agent. 

The U.S government has taken a number of actions to prevent the 
Spread or Bobkeinto the U.S. Since 1989, the USDA"s Animal and Plant 
Health Inspection Service (APHIS) has prohibited the importation of 
live cattle and certain animal products from cattle, including rendered 
protein products, from the United Kingdom and certain other countries 
where BSE is known to exist. In 1997, because of concerns about 
widespread risk factors and inadequate surveillance for BSE in many 
European countries, these importation restrictions were extended to 
include all of the countries in Europe. As of December 7, 2000, APHIS 
has prohibited all imports of rendered animal protein products, 
regardless of species, from BSE-restricted countries because of 
concerns that feed intended for cattle may have been cross-contaminated 
with the BSE agent. 

APHIS leads an ongoing, comprehensive, interagency surveillance 
system. for.BSE in the U.S. and, .in° cooperation with FSIS, has drafted 
an emergency response plan to be used in the event that BSE is 
ndcheliledmaine the Uses. BSE was, In face, 12dentified im a cow in 
Washington State on December 23, 2003; as a result, the plan was 
immediately put into effect. Other Federal agencies also have 
contingency plans that work in concert with the USDA plan. In 1997, the 
Food and Drug Administration (FDA) issued a final rule prohibiting the 
use of most mammalian protein in animal feeds for cattle and other 
ruminants. Under the FDA's rule, animal feed manufacturers must keep 
records sufficient to track any material that contains prohibited 
protein (prohibited material) throughout its receipt, processing, and 
distribution, must have processes in place to prevent co-mingling 
between ruminant feed and non-ruminant feed containing prohibited 
materials, and must ensure that non-ruminant feed containing prohibited 
materials is labeled conspicuously with the statement ~““Do not feed to 
cattle and other ruminants.'' These regulations are intended to prevent 
the spread of BSE in U.S. cattle through feed contaminated with the BSE 
agent. In addition, the Centers for Disease Control and Prevention 
(GDC We leads a surveillance program for vCJD in the U.S. 

On November 30, 2001, the USDA released the results of a risk 
assessment on BSE conducted by the Harvard Center for Risk Analysis 
that evaluates the ways BSE could spread in the U.S. (Ref. 1, available 
for viewing by the public in the FSIS Docket room and on the Internet 
at http://www. fsis.usda.gov/OA/topics/bse.htm). The Harvard study also 








httv://www. fsis.usda.gov/OPPDE/rdad/FRPubs/03-038IF htm 1/12/2004 
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provides government agencies with a science-based approach to evaluate 
measures already in place to prevent the spread of BSE into the U.S. 
and to identify additional actions that should be taken to minimize the 
risk of BSE. The Harvard study shows that early prevention systems put 
into place by the USDA and the Department of Health and Human Services 
(HHS) would prevent BSE from spreading throughout the country. 

Although the Harvard study found that the U.S. was highly resistant 
to the spread of BSE, as previously mentioned, the USDA response to BSE 
has always been proactive and preventive. Therefore, in response to the 
Harvard study, on November 30, 2001, the Secretary of Agriculture 
announced a series of actions that the Department would take to 
strengthen its BSE prevention programs and to maintain the government's 
vigilance against the spread of BSE. One of these actions was to issue 
a proposed rule to prohibit the use of certain stunning devices used to 
immobilize cattle during slaughter. This action was identified because 
certain methods used to stun cattle (i.e., render them unconscious 
before they are slaughtered) have been found to force visible pieces of 
CNS tissue, known as macro-emboli, into the circulatory system of 
Stunned, cattle. .Most of the infectivity in cattle that have, BSE. is 
pouncdeai Che CNS tissue, i5e@., brain and spinal cord. 


Stunning and the Humane Methods of Slaughter Act 


Section 3(b) of the Federal Meat Inspection Act (FMIA) (21 U.S.C. 
603(b)) requires that any cattle or other livestock species slaughtered 
or handled in connection with slaughter under Federal inspection be 
handled in accordance with the provisions of the Humane Methods of 
Sach teiaeACE wm (HMCAVMN (a MUS = 6 sel OO 906) SaathemHMSAR stat set icity yaa tetas 
teers 2 4+ the poliey of the United States that ythe,slaughtering of 
livestock and the handling of livestock in connection with slaughter 
Shall be carried out only by humane methods'' (7 U.S.C. 1901). The HMSA 
requires that livestock be rendered insensible to pain before being 
shackled, hoisted, thrown, cast, or cut (unless they are slaughtered 
and handled in connection with slaughter in accordance with certain 
specified religious ritual requirements) »(7_0.S..Cs 91902) 41906)..,The 
HMSA also authorizes the Secretary of Agriculture (and FSIS by 
delegation) to designate methods of slaughter and handling in 
connection with slaughter that conform to the policy of the HMSA (7 
one. WOO (ID), }.. 

Pursuant to the authority granted under the HMSA, FSIS promulgated 
regulations that prescribe requirements for the humane treatment of 
laves tock. These .~egqulations,, which.are,cedified.at 9 CFR part,313, 
identify, among other things, humane methods of stunning for specified 
bivestock species. ~(see. 9 CER -313.55.4.0 CPR «313015 9 )CFR-G13030).. 9 CFR 
313.15: .sets forth the requirements .for the use of captive bolt «stunning 
for livestock. There are two types of captive bolt stunners, 
penetrative and non-penetrative. Both are permitted to be used to stun 
cattle prior to bleeding. In addition, the FSIS post-mortem inspection 
regulations, at 9 )CFR 310.13, specifically list *air-injection captive 
bolt stunning as an approved method for injecting air into the 
Cancasses or parts of carcasses of livestock (9.CFR 
2 Ua S bable( 2): Gv). (C)y)us 


{{Page .1887].} 


Most slaughter establishments use penetrative captive bolt stun 
guns to render cattle unconscious, quickly and painlessly prior to 
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Slaughter. Penetrative captive bolt stun guns have steel bolts, powered 
by either compressed air or a blank cartridge. The bolt is driven into 
the animal's brain. In the past, captive bolt stun guns were often 
built or modified to inject compressed air into the cranium of cattle, 
so as to disrupt the brain structures and induce total and prolonged 
unconsciousness, to ensure that cattle were slaughtered in a humane 
manner. Studies have shown that penetrative captive bolt stunners that 
incorporate air-injection can force visible pieces of brain and other 
CNS tissue into the circulatory system of stunned cattle. These studies 
are discussed in greater detail below. 

The regulations in 9 CFR 313.15 do not distinguish among the 
different types of penetrative captive bolt stunners, such as those 
Ehat injectnair into the cranium of the animal® and those that do-not. 
Both methods of stunning are considered to be humane, and both are 
permitted to be used on cattle. Thus, under the regulations, captive 
bolt stunners that do not inject air can be used to slaughter cattle 
humanely. 


Summary of Studies on Stunning Methods 


The frequency with which CNS tissue enters the circulatory system 
of stunned cattle and the size of the CNS tissue emboli depend on the 
method of stunning used. Fragments of CNS tissue that can be detected 
visually are referred to as CNS macro-emboli, while pieces of CNS 
tissue that can only be detected microscopically or with the use of CNS 
tissue markers are referred to as micro-emboli. Studies have found that 
when air-injection pneumatic stunners are used, CNS tissue emboli can 
be identified visually in the pulmonary artery and in the right 
ventricle of the heart and microscopically in the jugular venous blood 
(Refs. 2-4, available for viewing by the public in the FSIS Docket 
Room). Air-injection pneumatic stunning has also been found to result 
in a high incidence of visually observed blood clots in the right 
ventricle of the heart (Ref. 3, available for viewing by the public in 
the FSIS Docket Room). 

Other types of penetrative captive bolt stunners besides those that 
use air injection include pneumatically operated stunners that do not 
inject air and standard cartridge-fired captive bolt stunners. One 
Seugyilound that both pneumatically operated sturiners that do nov 
inject air and cartridge fired captive bolt stunners resulted in 
Pisuaily detectable blood clots im the right ventricle of "the heart, 
although only a small number of blood clots were observed when a 
cartridge fired captive bolt was used (Ref. 3, available for viewing by 
the public in the FSIS Docket Room). The observation of visible blood 
clots cannot be used as direct evidence of the presence of CNS tissue; 
however, the presence of visible blood clots does indicate some type of 
interference with blood flow through the heart. The blood clots 
observed in the study were not analyzed for the presence of CNS tissue. 
More studies are needed to determine whether, and if so, the degree to 
which, CNS tissue may be present in blood clots observed in the heart 
of stunned cattle. 

In general, studies have not demonstrated that penetrative captive 
bolt stunning without air injection results in CNS tissue macro-emboli 
in the blood or other tissues of stunned cattle. One study detected no 
visible or microscopic fragments of brain tissue in jugular venous 
blood of cattle when a penetrative captive bolt without air injection 
was used (Ref. 4, available for viewing by the public in the FSIS 
Docket Room). This same study found no evidence of CNS tissue in 
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jugular venous blood using assays for CNS markers. Another study did 
not detect CNS tissue in the lungs of cattle by gross examination or by 
histopathology of selected areas of the lung when captive bolt stunning 
without air-injection was used (Ref. 5, available for viewing by the 
public in the FSIS docket room). However, there is one study in which 
the presence of CNS tissue markers was weakly detected by assay of 
emboli found in the lungs after cattle were stunned using a penetrative 
captive bolt without air injection (Ref. 6, available for viewing by 
thespublicuin the FSIS docket room). The authors of this study 
concluded that the results suggest that the contamination of the lung 
with CNS tissue after using a conventional cartridge-fired captive bolt 
stunner can not be excluded; however, the incidence appears to be very 
low. The authors also concluded that the presumed CNS tissue emboli, if 
DEeSehnewaweallh, sare: mucroscopical ly smalie. 

Although not documented in the published studies, in addition to 
the heart and lungs, FSIS inspection program personnel have reported 
observing CNS tissue macro-emboli in the liver and kidney of cattle 
stunned with pneumatic powered air-injection stunners. The Agency has 
photographs and histopathology reports documenting the presence of CNS 
tissue macro-emboli when hearts, lungs, livers, and kidneys from cattle 
stunned using air-injection devices are dissected. \1\ 


\l\ These are available for viewing by the public in the FSIS 
docket, room. 


Risk Considerations 
1. European Scientific Steering Committee Opinion 


The European Commission's (EC) Scientific Steering Committee (SSC) 
adopted an opinion on Stunning Methods and BSE Risks at its January 10- 
11, 2002, meeting that, among other things, describes the tissues and 
organs that are at risk of being contaminated with CNS material when 
certain stunning methods are used on certain ruminants (Ref. 7, 
available for viewing by the public in the FSIS Docket Room). In the 
opinion, the SSC ranks these stunning methods according to the risk and 
possible level of CNS tissue contamination. The opinion was based on a 
scientific report prepared by the EC's TSE/BSE ad hoc Group (Ref. 8, 
available for viewing by the public in the FSIS Docket Room). The 
stunning methods addressed in the SSC report include: pneumatic stunner 
that injects air, pneumatic stunner that does not inject air, captive 
bolt stunner with pithing, captive bolt stunner without pithing, non- 
penetrative stunner, and electro-narcosis. Pithing is the insertion of 
an elongated rod-shaped instrument into the cranial cavity of a stunned 
animal to further lacerate the CNS tissue. This stunning method is 
banned by the E.U. and has never been used in the U.S. 

The SSC concluded that if brain damage occurs during any type of 
penetrative stunning, and CNS particles are disseminated into the 
blood, the tissues and organs likely to be contaminated with CNS tissue 
are, in decreasing order of risk, the blood, pulmonary arteries and 
Lung, andurightsatriumland ventricles) of the heart. “ThesSSC also 
concluded that the risk of CNS tissue contamination of any other tissue 
as a result of penetrative stunning was absent or negligible. However, 
in its report, the EC's TSE/BSE ad hoc committee noted that little data 
is available to determine whether CNS tissue emboli can occur ina 
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homogenized form or just as structured tissue fragments. 

As stated in the report, it could be that homogenized CNS tissue 
may be able to enter arterial circulation and spread to other tissues, 
including spleen and muscle. There is one study in which marker 
bacteria placed on a captive bolt pistol was recovered from the spleen, 
and marker bacteria placed on a pithing rod was found in both 


[[Page 1888]] 


spleen and muscle (Ref. 9, available for viewing by the public in the 
FSIS Docket Room). 

In its opinion on stunning methods, the SSC ranked the various 
stunning methods used at slaughter in the E.U. according to the risk 
for contamination of other tissues with CNS tissue and the possible 
level of contamination. Of the stunning methods evaluated, the SSC 
concluded that pneumatic stunners that inject air present the highest 
risk of brain damage and dissemination of CNS tissue to other tissues 
and organs, followed by pneumatic stunning without air injection, 
captive bolt stunning with pithing, and captive bolt stunning without 
pithing. The SSC found that non-penetrative stunning methods and 
electro-narcosis present a negligible risk of causing CNS tissue 
emboli. 

According.to the TSE/BSE ad hoc committee report, there is no 
accurate estimate of the size range of CNS emboli that occurs as a 
result of certain stunning methods or of the level of the BSE agent in 
the CNS tissues of animals incubating the disease. However, the report 


does  Steteuthat 6) (40 *af4lt aspclearlysevident that if visible CNS 
Macemtal a SmhOunG a Artec CGlLeqgite Ehateckhie this. tErssue wasmeatsS i= 
infected the organ in which it resides presents a TSE risk.'"' Thus, 


based on the conclusions of the TSE/BSE ad hoc committee, FSIS has 
determined that methods of stunning that cause contamination of tissues 
and organs with visible CNS tissue macro-emboli are the methods most 
likely to present a risk of exposing humans to the agent that causes 
BSE if used on an animal that has BSE. 

The SSC noted that any risk to consumers from contamination of 
tissues and organs with CNS tissue depends on the level of BSE 
infectivity in the brain of the stunned animal. Thus, the importance of 
the stunning methods used becomes irrelevant if cattle brains can be 
assumed to be free of the BSE agent, which, according to the SSC, would 
be the case for all cattle under one year of age regardless of the 
COuntsyoL origin. Furthermore, the, ssc, determined, that. whem applied to 
cattle below 30 months of age from any country, stunning methods other 
than stunning with a pneumatic gun that injects air under pressure, or 
any stunning methods accompanied by pithing, are likely to result ina 
much Lower or no significant risk of contamination with the BSE agent. 


2. The Harvard Risk Assessment's Evaluation of Stunning Methods 


The Harvard risk assessment model has two stunning methods built 
in, standard captive bolt stunning and captive bolt stunning with air- 
injection (Ref. 1, available for viewing by the public in the FSIS 


docket room and on the Internet at http://www. fsis.usda.gov/OA/topics/bse.h 
). The Harvard study does not differentiate between pneumatic 





powered captive bolt stunners without air-injection and cartridge fired 
captive bolt stunners without air-injection. In the risk assessment, 
Harvard estimates the probability that each method will result in CNS 
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tissue emboli contamination of certain bovine tissues and organs, and 
the degree to which contamination might occur. In its model, Harvard 
assumes that if a stunning method results in CNS tissue emboli, the 
blood, heart, lungs, and liver may be contaminated. 

Harvard estimates that for each BSE-infected animal stunned with a 
Standard captive bolt stunner (without air injection) there is a 50 
percent probability that a very small fraction of the BSE agent will be 
transferred to the blood. This small fraction of the BSE agent is what 
would be contained within micro-emboli that might occur. Harvard also 
estimates that for each BSE-infected animal stunned with a captive bolt 
stunner that uses air-injection, there is a 31 percent, 16 percent, 3 
percent, and 0.6 percent probability that a fraction of the BSE agent 
will transfer to the blood, heart, lung, and liver, respectively. The 
probability and amount of the BSE agent transferred varies, with the 
greatest fraction in the blood, a lower fraction in the heart and 
lungs, and the lowest in the liver. 

Harvard found that stunners that use air-injection have a potential 
to fail on occasion, which results in an increase in CNS tissue emboli 
formation. Thus, in its risk assessment model, Harvard estimates that 
when a BSE infected animal is stunned with a malfunctioning captive 
bolt, stunner that uses air-injection, the probability of BSE agent 
transfer occurring can be approximately 10 times higher for the lung 
and liver, twice as high for the heart, and 50 percent higher for the 
blood. Harvard estimated that the amount of BSE agent transferred to 
these tissues would be approximately ten times higher than the amount 
transferred with a working air-injection stunner. 

When evaluating the potential impact that stunning methods may have 
GueEne Lneroduction. and spread of BSE in the UsS., for its’ “base 
case'' scenario Harvard assumes that air-injection stunning is not used 
ITieien Uc. and tomuetses Worst case's scenario Harvard assumes that 
air-injection stunning’ is: used’ 15 percent of the time. The base case is 
based upon the present state of the U.S. cattle population, and the 
existing government regulations and prevailing agricultural practices. 
When the base case scenario is compared with the worst case scenario, 
and it is assumed that ten BSE-infected cattle have been introduced 
into the U.S. system, the number of cattle ID50s that would be 
potentially available for human exposure increases from 35 to 41 or 
approximately 17 percent. A cattle oral ID50 is the amount of BSE 
mniectaous tissue thattwould!onvaverage* cause~s0"percent of cattle 
exposed to develop BSE. Although the Harvard study found that the 
stunning method used is not a major potential source of human exposure 
Gor carelerLD50s; 1b stil founds that thewnumber of “cattle IDS0s 
available for human exposure would increase with greater use of air- 
injection stunning. 


PLoNibition of Air=Injection*stunning 


When developing this rule, FSIS reviewed the published studies on 
stunning methods and CNS tissue emboli to determine which stunning 
methods that have been used on cattle in the U.S. are likely to result 
in CNS tissue macro-emboli. The collective findings of the studies 
indicate that the only stunning technique that has been used in the 
U.S. that conclusively results in CNS tissue macro-emboli when used to 
stun cattle is pneumatic-powered captive bolt stunning with air 
injection. Furthermore, the findings of the Harvard study on BSE and 
the SSC Opinion on Stunning Methods and BSE Risks, indicate that, of 
all the stunning devices used on cattle in the U.S., pneumatic-powered 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/01-033IF.htm 1/12/2004 
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captive bolt stunners that inject air present the highest risk of 
exposing humans to the BSE agent. 

Prohibiting the use of air-injection stunning for cattle in the 
U.S. 1s consistent with many international stunning requirements for 
cattle. For example, the E.U. prohibits the use of air-injection 
stunning for cattle for its member countries.\2\ The E.U. also 
prohibits the importation of meat products from cattle from the U.S., 
as well as many other countries, that have been stunned using air- 
injection.\3\ Canada also prohibits the use of air-injection stunning 
for ,cattle.\4\ Thus, 


[[Page 1889]}] 


Prohibiting the,use of air-injection -stunning for cattle in the U.S. 
would help to ensure that U.S. establishments that export beef products 
tOetorei gn) countries are not using air injection stunning, which.could 
promote trade with certain countries. 


\2\ Council Directive .93/119/EC, 22 December, 1993 (Qfficial 
Cre eect eo Les L993. Ase)... 

\3\ Commission Regulation (EC) No. 999/2001, 22 May 2001, as 
amended by Regulation (EC) No. 270/2002 14 February 2002 (Official 
vournaleb. 045, 15/02/2002, p. 13-14). 

\4\ Meat Hygiene Directive 2002-21, April 8, 2002. 


Meat products exported from another country to the U.S. must meet 
all safety standards applied to meat food products produced in the U.S. 
Once this rule is in effect, foreign establishments that use air- 
injection stunning for cattle would be prohibited from importing beef 
BEodicts into the, U.S... Thus, prohibiting, the use of air=-injection 
stunning in the U.S. would also address the potential risk associated 
with imported beef products produced from cattle stunned using air- 
injection. 

As noted in the E.U.. SSC report on Stunning Methods and BSE Risks, 
there are relatively few studies on stunning techniques and CNS tissue 
emboli, and the methods used in the studies that have been done are 
inconsistent. Thus, if further studies indicate that stunning 
techniques used in the U.S. other than air-injection stunning result in 
CNS tissue macro-emboli, the Agency will consider prohibiting the use 
of other stunning techniques as well. 

Eois* authority. to prohibit the vse of captive bolt stunning 
devices that inject air into the cranium of cattle derives from the 
PMIA (21 U.S.C. 601(m), 621). When air-injection stunners cause CNS 
tissue to become dislodged from the brains of cattle, the circulatory 
systems of the stunned cattle become contaminated with visible CNS 
mMacro-emboli. As noted in the E.U. SSC report and the Harvard study, 
this condition could promote the spread of the BSE agent in the carcass 
if the animal were infected with BSE because CNS tissue macro-emboli 
that contain the BSE agent could become lodged in other, edible tissues 
or organs. FSIS believes that it should not wait until BSE is detected 
in this country before putting in place appropriate prophylactic 
measures. By prohibiting the use of air-injection stunning for cattle, 
FSIS seeks to eliminate a foreseeable source of risk. This action is 
necessary to strengthen the U.S. Government's BSE prevention efforts. 


htto://www.fsis.usda.gov/OPPDE/rdad/FRPubs/01-0331F.htm 1/12/2004 


i 2 Se 
ety > omy jasyvel! >gay wel 2 io Sa ody Todt 7 
i - ae 

; : 





































4 é cd De Rey Ook nsges the si 
nip ot) STO ee 
. (2 One Gc. MPR +e ee ee eiliey if 


LAP Lime et. Ce Sie bil Gain 224 qungnt A ae ag, ata 
, fox} ; n:. SI lee a o bl 
i wl rs yan ul onsen € fae Ie . 
23 wane ea on) eee aanadad ein 
i 4 wee | oa Iee tae 4 er: : 
ea. . i 2 € Pie: Chae Perle fe _ 
sare Ray 


| ee 


A 2 l. ’ oe 2) w= ka vs ier 
hand =4 mop teil : dae os SF Send ssunae oT 
ou eae Sula, iJ | 20h OF LSD sha exe ooFo eee ; 

LES gurl Whe PAD djin seer" eor, 


od J 1 + = ee ol gee, ee Gi aa eee 
. 





tite) == ahOY aed Pe ARTE “FER i ‘cry, fie ie Foe 
wesTs a i ee Cia . 
a i ee -olf 8h) ao btas: A negeahars 

< “PMs “Tt i” sf comhate iy, i a one 297 
at -€£ q ~Sact ‘' 
£oqs a4) fah of S=S0Gh ae ame ae) rab 
Sateen c= o ey Ge Pe ee ae ee as Te * a aR . 


w 





tl hae Pe ee (2 Me eis) tan _Wehiiue most _Sutaertne _ 

&.O ett: tha th bby 9 vO Pana m2 M4 

© #63! Jett Agape iyi a) (Pes Agu t 28 ‘Y uw 

Teo pat mi) 9S), Deer tea ose ee ‘ lara 
aor husfai> 196 to wa a 

ch woot be, ‘Ra tiiesga 27 vd 


“2.6 Titaad > Esniy ie eles peene. 


,ys0. 4 GRE oe tbe sah yrsrgca® 0 ba 
i. 2+ 3 eae o° eT a TE | 

Se mu prtow pay Ee, Avspure = 

ai Le et 4 ral tim Ty a « 

ne 2.6444 paliagar? x —ahed: eh 
ei al) ebsites wn Ac 

: A 


7 pair te ee na iy 
_ Sd grat get) ~ ge wl sy 


ou) LUBED VOM GE 
) eas a 






yrotulga 





at 
‘i 24 


Docket No. 01-033IF - Prohibition of the Use of Certain Stunning Devices Us... Page 9 of 15 


Emergency Action 


Given the fact that a cow in Washington State tested as positive 
for BSE on December 23, 2003, it is necessary to issue this rule on an 
emergency basis. BSE infectivity has been confirmed in the brain, eyes, 
trigeminal ganglia, tonsils, spinal cord, dorsal root ganglia, and 
distal ileum. Furthermore, most of these tissues have demonstrated 
infectivity before experimentally infected animals developed clinical 
Signs of disease. Thus, BSE infectivity in these tissues is not readily 
ascertainable. Therefore, FSIS has determined that it must take 
immediate action to ensure that materials that could present a 
Significant risk to human health in beef, as a consequence of stunning 
practices, are prohibited. 

Under these circumstances, the FSIS Administrator has determined 
that prior notice and opportunity for public comment are contrary to 
EhewOuO LAC Mnterest, and that,there.is good cause.under.5, U.S.C..553 
for making this rule effective less than 30 days after publication in 
the Federal Register. FSIS will consider comments received during the 
comment period for this interim rule (see DATES above). After the 
comment period closes, the Agency will publish another document in the 
Federal Register. The document will include a discussion of any 
comments received in response to this interim rule and any amendments 
made as a result of those comments. 


Executive Order 12866 and Regulatory Flexihility Act 


This interim final rule has been determined to be significant as 
defined in Executive Order 12866, and therefore, it has been reviewed 
by the Office of Management and Budget. 

FSIS is not aware of any cattle slaughter establishments that use 
air-injection stunning. Therefore, there appear to be no immediate 
quantifiable costs or benefits associated with this action. However, 
Since research has shown that the practice poses a risk of exposing 
numans ~to materials, that could contain the BSE, agent, and: because. the 
technology was used in the U.S. as recently as the 1990's, FSIS 
believes that this prohibition is a necessary action to help strengthen 
the U.S. Government's BSE prevention programs. 

FSIS has conducted two separate surveys on the use of air injection 
stunning im officialwU.S. cattle slaughter establishments. The first 
survey was conducted from late 1999 to early 2000 and was limited to 72 
cattle slaughter establishments located in two FSIS Districts. The 
second survey was conducted from May 2002 to October, 2002 and involved 
270 establishments that slaughter cattle nationwide. Neither of these 
surveys detected the use of air-injection stunning devices on cattle in 
official U.S. cattle slaughter establishments. In addition, in July 
2002, the seventeen veterinarians in charge of verifying humane 
slaughter practices, in U.S. slaughtéreplants:reported to, FSIs 
headquarters that that they knew of no beef slaughter establishments 
that use air-injection stunning. 

Under section 301 of the FMIA, States are permitted to operate 
their own meat inspection programs provided that State requirements are 
at least equal to those imposed by the Federal government (21 U.S.C. 
661). Meat products produced under State inspection may only be sold 
within the State. Thus, when it becomes effective, this rule could 
impact state-inspected establishments that still use air-injection 
stunning on cattle. However, FSIS is not aware of any state-inspected 
plants that use this method of stunning. In November 2002, FSIS 


httn://www.fsis.usda.gov/OPPDE/rdad/FRPubs/01-0331F htm 1/12/2004 
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conducted an informal survey of State officials on the use of air- 
injection stunners in state-inspected cattle slaughter establishments. 
The survey detected no state-inspected establishments that were using 
air-injection stunning on cattle. 

FSIS is aware of only two companies that have sold air-injection 
stunning equipment to cattle slaughter establishments in the U.S. One 
of these companies informed the Agency that it no longer manufactures 
air-injiection stunners,; and that in the U.S. it had replaced» existing 
Sstunners with ones that dotnot)use air dunjection, atedcts ownseost in 
thevlate;1990"s. The other manufacturer told FSIS that, although it 
still produces air-injection stunners, it does not sell any in the U.S. 
and is in the process of phasing out production of these devices. 

The E.U. and Canada ban air-injection stunning of cattle and 
prohibit the importation of beef made from cattle stunned in this 
Manner. Thus, U.S. cattle slaughter establishments that export beef 
products to these countries already can not use air-injection stunners 
on those cattle whose products are intended for export. 

Meat products exported from another country to the U.S. must meet 
all safety standards applied to food produced in the U.S. Thus, any 
foreign establishments that export meat products to the U.S. that use 
air-injection stunning on cattle may incur costs to replace or modify 
air-injection stunners or be prohibited from exporting beef products to 
the U.S. In 2000, approximately 87 percent of the beef and veal 
imported into the U.S. (fresh and frozen) came from Australia, New 
Zealand, and Canada; approximately 10 percent from Argentina, Brazil, 
and Uruguay; and approximately 3 percent from Costa Rica, Honduras, 
Mexico, and Nicaragua (Ref 10, available for viewing by the public in 
the FSIS Docket Room). 


[[Page 1890] ] 


As previously mentioned, Canada already prohibits the use of air 
injection stunners on cattle. Therefore, this rule would have no impact 
on Canadian establishments that export beef to the U.S. Although 
Australian law does not ban the use of air-injection stunning, to be 
used in Australia, any new stunning system must be approved by the 
Australian Quarantine and Inspection Service (AQUIS). There have been 
trials of low pressure air injection stunning in Australia. However, 
AQUIS has not approved any of these devices for general use. 
Furthermore, an AQUIS official infermed FSIS that there is a high 
degree of awareness among both the regulators and the industry in 
Australia about the potential problems with this type of stunning. It 
is unlikely that its introduction in Australia will be sought. New 
Zealand food safety laws do not allow for the use of air-injection 
Sbunning. 

Both stunning manufacturers that have reported selling air- 
injection stunning equipment in the U.S. in the past, also have 
reported that they have sold air-injection stunning equipment to cattle 
Slaughter establishments in South America, and one of them still sells 
air-injection stunning equipment to cattle slaughter establishments in 
Mexico, South America, and Eastern Europe. However, FSIS international 
auditors have not detected the use of air-injection stunners during 
audits of cattle slaughter establishments in Mexico and South America 
over the past three years, and the U.S. imports very little, if any, 
beef products from Eastern Europe. The Agency is continuing to gather 
data on the international use of air-injection stunning. 

For those establishments, if any, that are using air-injection 
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stunning, based on conversations with stunning equipment manufacturers, 
Fois*estimates that *"thercost 6fmodifying or replacing an individual 
piece of Equipment ‘could’ rangé from $1,500/00 to $2,000.00. 


Regulatory Flexibility Act 


The Administrator, #FSIS;shas determined that’ thisrrule will not 
have a significant economic impact, as defined by the Regulatory 
PeexIprVityshet S(StuUsSS¥YC N60 fronta Sibstantialmnumber sof ismall 
entities. 

As discussed above, FSIS is not aware of any cattle slaughter 
establishments that use air-injection stunning, regardless of the size 
ore chevestablishment Thus; "itCistlikelyythatethis rule will) have no 
economic impact on entities of any size. Any small firms that are using 
air-injection stunning on cattle would incur costs to replace or modify 
the equipment, which, as stated above, are estimated to range from 
$1,500.00 to $2,000.00 per piece of equipment. 


Alternatives Considered 


FOIS*anheunced atS*plan’ to prohibit the! uséeof lair=injeéction 
stunning of cattle in its current thinking paper on BSE, made available 
Lorene public on! January 17, ©2002'(67 FR 289900 Ref.) lifavailabile’ for 
viewing by the public in the FSIS docket room and on the Internet at 
http://www. fsis.usda.gov/OA/topics/BSE thinking.htm). Thus, although 





generally the Agency neither promotes nor bans specific types of 
technology used for meat and poultry slaughter, the regulatory approach 
adopted with this’ action’ Of prohibiting arr=injectionsstunnersris 
consistent with earlier statements made by the Agency. In its BSE 
current thinking paper, FSIS requested comments on the policy options 
discussed in the document and received no comments that opposed banning 
ene use Of alr-injection® stunners/on cattle, 

In addition to the approach that was adopted, the Agency considered 
the alternative of establishing a performance standard that stunning 
equipment would be required to meet to be used on cattle, and the 
alternative of no rulemaking. 

Under the first option, the Agency would have developed a CNS 
tissue emboli performance standard that stunners would be required to 
meet to be permitted to be used on cattle. The benefits of this option 
are that it is more consistent with FSIS regulatory policy than banning 
a specific technology, and that it would prevent all methods of 
stunning that do not comply with the performance standard from being 
usea*on cattle, Not* ust" air-injection’ stunning. Thus, —thissoption 
would prevent the need to regulate individual pieces of equipment. 

A potential problem with this option is that there are relatively 
few studies on stunning methods and CNS tissue emboli. Thus, the Agency 
was concerned that if it were to establish a CNS tissue emboli 
performance standard for cattle stunning devices at this time, further 
studies could reveal that the performance standard selected does not 
achieve the result intended by the Agency. Therefore, FSIS decided to 
prohibit the use of the stunning method that all available studies do 
conclude result in CNS tissue macro-emboli, i.e., stunning that uses 
air—injection. 

Establishing a CNS tissue emboli performance standard would also be 
more difficult to enforce than the option that was chosen because 
inspectors would be required to verify that the performance standard 


htto://www. fsis.usda.gov/OPPDE/rdad/FRPubs/01-0331F.htm 1/12/2004 
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was being met. Ensuring compliance with a CNS tissue emboli performance 
Standard could involve analysis of blood or tissue samples for CNS 
tissue, either by the Agency or the establishment. On the other hand, 
enforcing a ban on air-injection stunners would simply involve visual 
verification that a certain piece of equipment is not being used. Thus, 
enforcement of a performance standard would require more resources than 
enforcement of an outright ban on air-injection stunners. 

FSIS rejected the option of no rulemaking because, as previously 
mentioned, USDA action with regard to BSE has been, and should continue 
to be, proactive and preventive. Thus, the Agency is taking this action 
to strengthen its BSE prevention programs. Furthermore, the Agency has 
already publicized its intention to prohibit the use of air-injection 
stunning on cattle. There have been no developments with regard to this 
Pestie that@justify a change’ in this-position: 

Pols chose the option of prohibiting the use of air-injection 
stunning for cattle because the Harvard risk assessment and other 
recent studies indicate that of all the stunning devices that have been 
used on cattle in the U.S., pneumatic-powered captive bolt stunners 
that inject compressed air present the highest risk of exposing humans 
to bovine CNS tissue. Furthermore, unlike a performance standard, this 
option also clearly establishes which stunning methods would be 
DROMUoOnECd sand tte MSmeAaSy tO enforces) In addition, any OUErIgnt 
prohibition on air-injection stunning is consistent with international 
laws and policies that did not allow the use of specific stunning 
technologies, such as air-injection. 


Executive Order 12988 


This interim final rule has been reviewed under Executive Order 


£2986, Civil Justice Reform. This interim final rule: (1)” Preempts 
State and local laws and regulations that are inconsistent with this 
rule: (2) has no retroactive effect; and (3) does not require 


administrative proceedings before parties may file suit in court 
challenging this rule. However, the administrative procedures specified 
im 9PCPR- 306.5 must be exhausted before any judicial challenge of the 
eoplveatrvontor-the provisvons “or *this «rule, “ir the challenge involves 
any decision of an FSIS employee relating to inspection services 
provided under the FMIA. 


[[Page 1891] ] 
Paperwork Requirements 


There are no paperwork or recordkeeping requirements associated 
with this direct final rule under the Paperwork Reduction Act of 1995 
roqeues Cs 3501-3520). 


Public Notification and Request for Data 


Public awareness of all segments of rulemaking and policy 
development is important. Consequently, in an effort to better ensure 
that minorities, women, and persons with disabilities are aware of this 
direct final, FSIS will announce it and make copies of this Federal 
Register publication available through the FSIS Constituent Update. 
FSIS provides a weekly Constituent Update, which is communicated via 
Listserv, a free e-mail subscription service. In addition, the update 
is available on-line through the FSIS Web page located at http://www.fsis.u 


http://www. fsis.usda.gov/OPPDE/rdad/F RPubs/01-033IF.htm 1/12/2004 
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The update is used to provide information regarding 


FSIS policies, procedures, regulations, Federal Register notices, FSIS 
public meetings, recalls, and any other types of information that could 
affect or would be of interest to our constituents/stakeholders. The 
Gonstituent Listserv consists of industry, trade, and farm groups, 
consumer interest groups, allied health professionals, scientific 
professionals, and other individuals that have requested to be 
included. Through the Listserv and Web page, FSIS is able to provide 
information to a much broader, more diverse audience. For more 
information contact the Congressional and Public Affairs Office, at 
(202) 720-9113. To be added to the free e-mail subscription service 
(Listserv), go to the ~*Constituent Update'' page on the FSIS Web site 
at http://www. fsis.usda.gov/oa/update/update.htm. Click on the 





**Subscribe to the Constituent Update Listserv'' link, then fill out 
and submit the form. 


References 


The following sources are referred to in this document. All have 
been placed on display in the FSIS Docket Room (address above) and may 
be seen by interested persons between 8:30 a.m. and 4:30 p.m., Monday 
iMmOoughe Eda vy. 

to Harvard Center for Risk Analysis, Harvard School of Public 
Health, and Center for Computational Epidemiology, College of 
Veterinary Medicine, Tuskegee University, November 26, 2001. Evaluation 
of the Potential for Bovine Spongiform Encephalopathy in the United 
States. 

ZeeGarvand,. Is, Sauer, No, Barley, Ma, 996 > Braam embolay an the 
bung, Of cattle after stunning. The Lancet, 348:610. 

So Wielamiuche, (Geion Wikossineren dk aldisy ne SESS daSian (erulkisl, IDishay WSS). 
Potential for disruption of central nervous system tissue in beef 
cattle by different types of captive bolt stunners, J. Food Prot., 

622 390=S39)3- 

As jMaki Wilislehes po dune Sian Whbdeilskenns4. Sap Sieeunel, Yio g IlelGualisneieyy.  Wioling 7 
Helps, C.R., Waterman-Pearson, A., Seghatchian, J., and Harbour, D.A., 
1999. Potential contamination of beef carcasses with brain tissue at 
slaughter. Vet. Ree., 4a: 460-462" 

SeeMunro, Ra LOO. Neural etissuc emboli am cattle. Vet. Rec. , 
1452356, 

OeHorml aches mcm, mu Keia mE Ea nGenorOdt,. hie, Welsch om 2002. 
ZNS-Emboli in der Rinderlunge (Brain emboli in the lungs of cattle). 
Berl Munch Tierarztl Wochenschr Jan-Feb; 125(1-2):1-=5. 

Wa. (BUropean Commission), 2002. Opinion of 10-11 January 2002 
of the Scientific Steering Committee on Stunning Methods and BSE Risks 
(The Risk of Dissemination of Brain Particles into the Blood and 
Carcass When Applying Certain Stunning Methods). 

8. E.C. (European Commission), 2001. Report on Stunning Methods and 
BSE Risks (The Risk of Dissemination of Brain Particles into the Blood 
and Carcass When Applying Certain Stunning Methods). Prepared by the 
TSE BSE Ad Hoc Group at its meeting of 13 December 2001. 

9. Mackey, B.M, and Derrick, C.M., 1979. Contamination of the deep 
tissues of carcasses by bacteria present on the slaughter instruments 
Piette tie Gui. J, ADDL. Bact., 462355-=306. 

HOA USDA AgGracultural Statistics, 2002, VII-44, Table 7-70. 

VE. Food Safety and Inspection Service (FSIS), Current Thinking On 


http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/01-033IF htm 1/12/2004 











































Alto C1 sgt. vankvatl yoga? nitina puede 


> — ‘ — : 


, 
j : ’ 7 
pibrapss (iG) temree ryt te 
as 


7 


sate 209/468 tosepyot inset pple 
bivoo gerd dél poeta .owagys Te iae wae 
aq? Jeyet ice ete SARIN LAI e003 ‘Sie ae 
Rone tes baie ne era 
‘Tiinanse ele .ee oIo Beh Si, 
4 wi Ri jtauges arat de ob lasa aie iiss iP 
ablwiq «= shh @- Ste: oad GAM be 
eer er ay me ee vai 
je sdeTet) eabet ha STt aus Pm. anal ee . 
=3,%e2 sigh tgiacvhus (ian? 


dow S65 ett no spe * Re re =) 
ais AG Wales ri ee mga 
sup LLA9 ped part fers wedebt nitaso'l Seis det 


oved [IA .2aeemceh At? Aes ng. fr me 
Ase 


yam Dae (eveds «he ipbé) niga, ¥4a6 af 

yebaall . @«.q OF-) Bee ae Tica nates » 

ae i 7 ; 

wb ided Bo, coe bade x ov ek : 

te ayelt i a 7 

noizeuceva ,. [005 a race yi 3 yoeenaw ey - 
bers. cuit BL osttaqebeiqtn’ pak (ine 7 

: C— an re 7 7 

ed? 3 gloom stews eet. 2 ~ 

O2375s4 7 

eee] aon ut eee i) ot o a 

_— i 90 2047) FegeVE 7 

,Jo%2 boot .u- ese? 4 a 

tt .yrreatsa <A (asta ae 

«oll Y ,ahodttes boa Nek ve re] - _ 

te evfemka mbsed. ASLw. Soa ee ions: 

usa 9a (etbfas oF ifpoine See —_ 

2 _ > : 

RODS , dan Drew aoe .“bosnirag * 

toh s the: . sant: sa¥ 


ied be 


SO9¢ he ae sia 
esets 
14 





Docket No. 01-033IF - Prohibition of the Use of Certain Stunning Devices... Page 14 of 15 


Measures That Could Be Implemented To Minimize Human Exposure To 
Materials That Could Potentially Contain the Bovine Spongiform 
Encephalopathy Agent, January 15, 2002. Available on the internet at 


http://www. fsis.usda.gov/OA/topics/BSE thinking.htm. 





Bist GE Subyects 
S) CAN Vcuae SAO, 
Animal diseases, Meat inspection. 
e) CHIN ence sis) 
Animal welfare, Livestock, Meat inspection. 
O 
For the reasons discussed in the preamble, FSIS amends 9 CFR chapter 
Dinas tollows: 


PART (310—-—POST-MORTEM INSPECTION 


0 
aelne aAuChHOrity Citatzon for part S10 continues to read as follows: 


Beno PeUyiwe teas OO l= bo BCE R 7. LO, "2.056 


SeCrelOn a3 [Amended] 


0 

2. Section 310.13 is amended as follows: Paragraph (a) (2) (iv) (C) is 
amended by adding the phrase “of all livestock except cattle'' after 
Metco tne uskull'* and before’ “in conjunction with". 


PART 313--HUMANE SLAUGHTER OF LIVESTOCK 


0 
is The authority Citation for part 313 continues to read as follows: 


PuPnority: ee SsC. LIOL=LO0 Gre 2iU TS... O0L=0957 Si CFR 2. 007 
Zig) s 


Se Cen Loe S [Amended] 


PES SCELOMMSL Owl Ors amendeduas ToOllows = 

Paragraph (b)(2) is amended by revising the paragraph heading, 
designating the text as paragraph (b)(2)(i), and by adding a new 
Paragraph {b) (2) (ii). The -added and revised text reads as follows: 


pee, 3213.15 Mechanical; captive bolt. 


Pepe a Ke ke 


(b) ee Ke 


| http://www. fsis.usda.gov/OPPDE/rdad/FRPubs/01-033IF.htm 1/12/2004 
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2) Special requirements and prohibitions. 


) 

IT ae 
ii) Captive bolt stunners that deliberately inject compressed air 
into the cranium at the end of the penetration cycle shall not be used 
co Sewn SGeheiclks- 


( 
( 


Done at Washington, DC, on: January 7, 2004. 
Garry L. MeKee, 
Administrator. 
(ERS Doc 04-624) Faked a3 — 045 43 om 
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| &, Food Safety and Inspection Service 
United States Department of Agriculture 


Washington, D.C. 20250-3700 


Frequently Asked Questions 


Updated January 14, 2004 


FSIS Further Strengthens Protections Against Bovine Spongiform 
Encephalopathy (BSE) 


Are all cattle inspected prior to slaughter? 


All cattle slaughtered in federally inspected establishments ifi the United States are subject to inspection. FSIS 
inspectors examine cattle to identify any symptoms of disease, including signs of central nervous system 
impairment. Cattle that are suspect for any reason are examined by an FSIS veterinarian to determine whether 
the animal is eligible for slaughter. 


Cattle that show signs of systemic illness and disease are condemned and not allowed into the human food 
supply. The brains from animals that exhibit signs of neurological impairment during inspection are submitted 
for testing and analysis by the USDA’s National Veterinary Services Laboratories. 


What kind of testing does USDA do for BSE? = 
USDA’s surveillance program for BSE draws samples of high-risk cattle that are then tested for BSE. More 


information on testing for BSE is available from the USDA’s Animal and Plant Health Inspection Service 
(APHIS) at www. aphis.usda. gov. 





Effective December 30, 2003, carcasses from cattle intended for human food that are sampled and submitted 
to APHIS for BSE testing will be held until the sample is determined to be negative for BSE. 


What animals will be affected by the new policy? 


Effective December 30, 2003, USDA will not allow any non-ambulatory disabled cattle to be slaughtered for 
human food. Non-ambulatory disabled cattle are animals that cannot rise from a recumbent position or that are 
disabled (e.g., have a broken appendage). 


a /10p 


What are Advanced Meat Recovery systems? : 
Advanced Meat Recovery (AMR) is a technology that removes muscle tissue from the bone of carcasses 
under high pressure. The AMR process cannot be operated in a manner to incorporate central nervous system 
tissue (e.g., spinal cord) or excessive amounts of bone solids (measured by calcium level), or bone marrow 
(measured by iron level). The product resulting from the AMR process is meat. 


http://www. fsis.usda.gov/oa/FAQ/bse_regs.htm 2/4/2004 


LE LE CLL LD LILI OL LALLA 


FAQ: Bovine Spongiform Encephalopathy (Regulations) Page 2 of 4 


What products typically contain AMR as an ingredient? 


AMR products are usually blended with ground products derived from beef or pork trimmings. AMR is used 
in meat patties, links, sausages, chili products, sauces, soup bases, meat gravies, broth and flavorings. 


Is spinal cord allowed in meat, or specifically, product produced by AMR systems? 


FSIS policy gives a clear definition of meat (9 CFR 301.2 and 318.24) that does not include brain, trigeminal 
ganglia, spinal cord tissue, or dorsal root ganglia, all of which are central nervous system-type tissues. 
Therefore, product containing spinal cord tissue is not allowed to be called meat. 


a Op 
Does the new regulation affect this policy? 


Yes. The new regulation amends the previous definition of meat to emphasize that in addition to spinal cord, 
brain, trigeminal ganglia, and dorsal root ganglia tissue are not permitted in meat. 


Will FSIS test product produced by AMR systems for spinal cord tissue and dorsal root 
ganglia? 


Yes. In March 2003, FSIS began a routine regulatory sampling program to ensure that plants using AMR 
systems are preventing spinal cord from entering the food supply in products labeled as meat. The sampling 
program will be expanded to also test for the presence of dorsal root ganglia, and will include meat from bee ~ 
and pork. Currently, there is no lamb prepared using AMR systems. 


What actions will FSIS take if spinal cord or dorsal root ganglia are found in product 
produced by AMR systems? 


Establishments must ensure that bones going in to the AMR system do not contain fragments of brain, 
trigeminal ganglia, or spinal cord. In addition, the product exiting the system cannot have spinal cord or dorsal 
root ganglia. If FSIS observes any bones entering the AMR system with these central nervous system-type 
tissues, the product that is produced will not be allowed to be labeled as meat. In addition, if tests on the 
product exiting the AMR system identify the presence of spinal cord or dorsal root ganglia, inspection 
personnel will withhold marks of inspection from the establishment's AMR product and tag the AMR system 
itself, meaning neither the product nor the equipment can be used until satisfactory corrective action has been 
taken. If the establishment has distributed the sampled product then the product will be subject to recall. 


Inspection personnel conduct follow-up sampling to verify that the establishment has taken appropriate 
corrective action. AMR production will not be allowed to resume until FSIS determines that corrective actions 
have been successful. 

a lop 

What are Specified Risk Materials? 


Specified Risk Materials (SRMs) include the brain, skull, eyes trigeminal ganglia, spinal cord, vertebral 


http://www. fsis.usda.gov/oa/FAQ/bse_regs.htm 2/4/2004 


FAQ: Bovine Spongiform Encephalopathy (Regulations) Page 3 of 4 


column (excluding the vertebrae of the tail, the transverse processes of the thoracic and lumbar vertebrae, and 
the wings of the sacrum) and dorsal root ganglia of cattle 30 months of age and older. SRMs aiso include the 
tonsils and distal ileum of all cattle. However, in order to ensure that the distal ileum is removed, the entire 
small intestine shall be removed. 


Why is USDA banning SRMs? 


Science indicates that in animals with BSE, these materials harbor the infectious agent before the animal 
shows any clinical signs of disease. Canada took similar actions when a single case of BSE was discovered 
there in May 2003. 


Have these materials been present in beef products produced before this ban? 


Brain and a portion of the small intestine could have been in products, but only if the product label indicated 
that these materials were present. Very few products contained these components. Tonsils have never been 
allowed in a meat product. Spinal cord tissue could only have been present in edible rendering. 


a lop 
How will FSIS ensure that these SRMs are not present in human food? 


Slaughter and processing establishments will be required to develop procedures to show that SRMs are 
removed from product. To ensure that SRMs are not present in meat, FSIS inspectors will verify that 
establishments are properly removing these tissues. In addition, FSIS will continue a strong regulatory 
verification testing program of product produced from AMR systems to ensure that spinal cord and dorsal root 
ganglia are not present in meat. 


Also, because vertebral column and the skull of cattle older than 30 months will be considered inedible, these 
materials cannot be used in AMR systems. 


What is captive bolt air-injection stunning and why is USDA banning its use? 

Captive bolt stunning devices that inject air into the cranial cavity to stun cattle prior to slaughter can force 
visible pieces of central nervous system tissue into the circulatory system of cattle. This could present a risk of 
spreading BSE should it be present. 

While no U.S. plants currently use air-injection stunning, by issuing this rule, FSIS will address the potential 
risk associated with imported products by prohibiting the import of beef products from foreign establishments 
that may use this stunning method. 


What authority does FSIS have to amend these policies? | 


Under the Federal Meat Inspection Act (FMIA) (21 U.S.C. 601 et seq.), FSIS issues regulations governing the 
production of meat and meat food products prepared for distribution in commerce. 


Under the FMIA, a meat food product is adulterated if, among other circumstances, it bears or contains any 
poisonous or deleterious substance that may render it injurious to health (21 U.S.C. 601(m)) or if it is for any 
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reason unsound, unhealthful, unwholesome, or unfit for human food (21 U.S.C. 601(m) (3)). 


a lop 


sec Also: Frequently Asked Questions, Bovine Spongiform Encephalopathy “Mad Cow Disease” 











For Further Information Contact: 


Media Inquiries: (202) 720-9113 

Congressional Inquiries: (202) 720-3897 

Constituent Inquiries: (202) 720-9113 

Consumer Inquiries: Call the USDA Meat and Poultry Hotline at 1-888-MPHotline; TTY: 1-800-256- 
1OT2: 


FAQ Start Page | FSIS Home Page | USDA Home Page 
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Food Safety and Inspection Service 
United States Department of Agriculture 
Washington, D.C. 20250-3700 





Frequently Asked Questions 


Updated January 14, 2004 


Bovine Spongiform Encephalopathy 
“Mad Cow Disease” 


Are BSE and “mad cow disease” the same thing? 


Yes. BSE stands for bovine spongiform encephalopathy, and it is widely referred to as “mad cow disease.” It 
is a chronic degenerative disease that affects the central nervous system of cattle. BSE is named because of the 
spongy appearance of the brain tissue of infected cattle examined under a microscope. 


Is BSE related to any other diseases? 


BSE belongs to a family of diseases known as the transmissible spongiform encephalopathies (TSEs). TSE 
animal diseases found in the United States include scrapie in sheep and goats, chronic wasting disease in deer 
and elk, transmissible spongiform encephalopathy in mink, feline spongiform encephalopathy in cats, and in 
humans: kuru, both classic and variant Creutzfeldt-Jakob disease, Gerstmann-Straussler-Scheinker syndrome, 
and fatal familial insomnia. 


(Note: The one case of variant Creutzfeldt-Jakob disease in the United States is in a young woman who likely 
contracted the disease while living in the United Kingdom. Symptoms appeared after she moved to the United 
States. The Centers for Disease Control and Prevention has not found additional cases in the United States 
through its surveillance program.) 


What causes BSEs and other TSEs? 


The agent that is responsible for BSE and other TSEs has not been fully characterized. Although other types of 
agents have been implicated, the theory that is most accepted in the scientific community is that the agent is a 
prion, which is an abnormal form of a normal protein known as a cellular prion protein. The TSE agents are 
extremely resistant to heat, ultraviolet light, ionizing radiation, normal sterilization processes, and common 
disinfectants that normally inactivate viruses and bacteria. 


a LOD 


What about the possibility of BSE coming from other TSEs already in the United States, such 
as deer and elk with chronic wasting disease, or other sources such as the practice of 


feeding cattle parts to pigs? 


§ mentioned before, there are several TSEs in the United States. However, there is no evidence to date that 
BSE has emanated from TSEs in other animals. 
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Regarding feeding practices, it is known that cattle can become infected with BSE by eating feed 
contaminated with the infectious BSE agent. This is why in 1997 the U.S. Food and Drug Administration 
(FDA) prohibited the use of most mammalian protein in the manufacture of animal feed intended for cattle 
and other ruminants. For additional information on the feed ban, visit FDA’s Center for Veterinary Medicine 
Web site at http://www.fda.gov/cvm/. 





Where is the BSE agent found in cattle? 


Current scientific research confirms that BSE infectivity occurs in the brain, trigeminal ganglia, tonsils, spinal 
cord, dorsal root ganglion, and distal ileum of the small intestine of cattle experimentally infected with the 
BSE agent. Research also confirms that BSE infectivity is in the brain, spinal cord, and retina of the eyes of 
cattle infected with the agent under field conditions. Although bone marrow has demonstrated infectivity in 
experimentally infected cattle, these findings are not conclusive. 


Can BSE be transmitted from one cow to another cow? 


No. BSE is not a contagious disease. There is no evidence that the disease is transmitted through direct contact 
or animal-to-animal spread. The primary means by which animals become infected is through consumption of 
feed contaminated with the infectious BSE agent. 


a lop 
What is FSIS doing to protect the public from BSE? 


While FSIS believes that the food supply is safe, the Agency has taken a number of steps to ensure that the 
public does not receive product that could have the BSE infectious agent — however remote that risk is to 
begin with. On December 23, 2003, after the discovery of a presumptive positive of BSE found in a Holstein 
dairy cow slaughtered at an establishment in Moses Lake, Washington (see recall release FSIS-RC-067-2003), 
FSIS immediately issued a press release that announced the firm’s voluntary recall of 10,410 pounds of raw 
beef. This product might have been exposed to tissues containing the infectious agent that causes BSE. The 
recall was made out of an abundance of caution, since muscle meat does not contain the high risk neural 
tissues such as brain and spinal cord, and is considered safe. 


In addition, on December 30, 2003, Agriculture Secretary Ann Veneman announced new policies that would 
further strengthen an existing solid food safety system against BSE. On that date, an immediate ban was 
enacted to prevent all non-ambulatory disabled cattle from being used in the human food supply. This group 
contains the highest risk population of cattle that could possibly have BSE. However, even before this ban, 
FSIS inspectors at slaughterhouses were condemning all cattle they suspected of showing central nervous 
system disorders. 


The four policies that Secretary Veneman announced on December 30, 2003 were made effective by FSIS on 
January 12, 2004. These included: 


e Product Holding — FSIS inspectors no longer mark cattle tested for BSE as “inspected and passed” 
until confirmation is received by FSIS and the plant that the cattle have, in fact, tested negative for BSE. 


e Specified Risk Material — FSIS declared that skull, brain, trigeminal ganglia, eyes, vertebral column, 
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spinal cord and dorsal root ganglia of cattle 30 months of age or older and the small intestine of all 
cattle are specified risk materials that are prohibited in the human food supply. Tonsils from all cattle 


are also not allowed in the human food supply. 


e Advanced Meat Recovery — FSIS expanded a prior prohibition on spinal cord from being allowed in 
product produced from a technology called advanced meat recovery (AMR). This new regulation 
prohibits dorsal root ganglia, clusters of nerve cells connected to the spinal cord along the vertebral 
column, in addition to spinal cord tissue from being in AMR product. 


e Air-Injection Stunning — FSIS banned the practice of air-injection stunning to ensure that portions of 
the brain are not dislocated into the tissues of the carcass as a consequence of humanely stunning cattle 


during the slaughter process. 


FSIS has implemented these measures as further safeguards in an existing strong food safety infrastructure to 
protect public health. For more information about these regulations, visit FSIS’ Web page at: 


http://www. fsis.usda.gov/oa/news/2004/bseregs.htm. 





Is there a BSE test for meat? 


No. The only USDA approved testing for the agent is post-mortem RENE of brain tissue. This is a 
laboratory screening test for BSE. 


How does one test for BSE? 


Currently, there is no test to detect the disease in a live animal-or in muscle meat. Veterinary pathologists 
confirm BSE by postmortem microscopic examination of brain tissue using sophisticated laboratory 
techniques, such as a histopathological examination to detect sponge-like changes in the brain tissue and 
immunohistochemistry to examine the BSE fibrils. These are “gold-standard” tests, and they take more than a 


week to run. 
More rapid tests that provide results within 36 to 48 hours have been developed to detect the abnormal prion 


in brain or spinal cord tissue of dead animals. Rapid tests can be used to determine if BSE exists in a 
population and to obtain an indication of its prevalence or detect animals with the disease which are not yet 


showing clinical signs. 

a lop 

What are the clinical signs that cattle have BSE? 

Cattle affected by BSE experience progressive degeneration of the nervous system. Affected animals might 


display changes in temperament, such as nervousness or aggression, abnormal posture, incoordination and 
difficulty in rising, decreased milk production, or loss of body weight despite continued appetite. 


Is there any cure for BSE? 


No. There is no treatment for BSE. The course of the disease varies from two weeks to 14 months, usually 
cesulting in death or humane destruction within four months in countries where the disease is present. 
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How long can BSE be in an animal before it shows signs of the disease? 


The incubation period (the time from when an animal becomes infected until it first shows disease signs) is 
from 30 months to eight years with only a few rare exceptions in younger animals. Following the onset of 
clinical signs, the animal’s condition deteriorates rapidly. This process usually takes from two weeks to six 
months. Most cases in Great Britain occurred in dairy cows between three and six years of age. 


a lop 
Are humans susceptible to BSE? * 


Although not scientifically proven, there is strong epidemiologic and laboratory data linking a rare, 
degenerative, fatal brain disorder in humans called variant Creutzfeldt-Jakob Disease (vCJD) to the 
consumption of BSE-contaminated product. This type of disease begins primarily with psychiatric symptoms 
and affects younger patients (median age, 28 years). 


How many cases of vCJD have there been and have there been any in the United States? * 


As of December 1, 2003, a total of 153 cases of vCJD had been reported in the world: 143 from the United 
Kingdom, six from France, and one each from Canada, Ireland, Italy, and the United States. 


(Note: The one case of variant Creutzfeldt-Jakob disease in the United States is ina young woman who likely 
contracted the disease while living in the United Kingdom. Symptoms appeared after she moved to the United 
States. The Centers for Disease Control and Prevention has not found additional cases in the United States 
through its surveillance program.) 


How is variant Creutzfeldt-Jakob Disease different from classic Creutzfeldt-Jakob Disease? * 


The classic form of Creutzfeldt-Jakob Disease is endemic throughout the world, including the United States. 
The median age at death of patients with classic CJD in the United States is 68 years, and very few cases 
occur in persons under 30 years of age. In contrast, the median age at death of patients with vCJD is 28 years. 


The vCJD can be confirmed only through examination of brain tissue obtained by biopsy or at autopsy, but a 
“probable case” of vCJD can be diagnosed on the basis of certain clinical criteria developed in the United 
Kingdom. The incubation period for vCJD is unknown because it is a relatively new disease. However, it is 
likely that ultimately this incubation period will be measured in terms of many years or decades. In other 
words, if a person develops vCJD from consuming a BSE-contaminated product (not yet scientifically 
proven), he or she likely would have consumed that product a decade or more earlier. 


In contrast to classic CJD, vCJD predominantly affects younger people, has atypical clinical features, with 
prominent psychiatric or sensory symptoms at the time of clinical presentation. There are delayed onset of 
neurological abnormalities, including ataxia within weeks or months, dementia and myoclonus late in the 
illness. Typically, the duration of illness is at least six months. 


a lop 


Can BSE be transmitted to milk and other dairy products? 
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There is no scientific evidence to suggest that milk and dairy products carry the agent that causes BSE. 
What do | do if | ate recalled meat associated with BSE? 

The recalled meat (class II from December 23, 2003) is considered safe by USDA, as the tissues that would 
carry the BSE agent were completely removed at slaughter and not used in meat cuts or products that might 
have been consumed by humans. The recall from December 23, 2003 was made out of an abundance of 


caution. If you have concerns that you might have contracted a foodborne illness, then you should contact 
your health care provider. 


Will cooking (including microwave cooking) kill the BSE agent? 
Current scientific research indicates that cooking will not kill the BSE agent. 
a lop 

Will irradiation kill the BSE agent? 


Current Scientific research indicates that irradiation will not kill the BSE agent. 


Are baby foods safe? 


Beef products processed by mechanical separation may not be used in the formulation or production of baby, 
junior, or toddler foods. 


Advanced meat recovery (AMR) products, which are processed by removing muscle tissue without breaking 
bones and do not include spinal cord tissue, is allowable for these products (However, there are further 
prohibitions of material allowed in AMR. See FSIS’ rule which became effective January 12, 2004). 


Are meats used in the National School Lunch Program safe? 


Yes. USDA’s Agricultural Marketing Service (AMS), by specification, does not allow beef that is 
mechanically separated from bone with automatic deboning systems, advanced lean (meat) recovery (AMR) 
systems, or powered knives for any commodity programs. USDA procurement specifications for beef 
specifically prohibit the use of meat from downer animals — animals too sick or injured to walk. 


a LOD 


For questions concerning animal feed for livestock or pets, contact the U.S. Health and 
Human Service’s Food and Drug Administration (FDA). 


Center for Veterinary Medicine 
-7519 Standish Place 

Rockville Maryland 20855-0001 
(301) 827-3800 or 1-888-INFO-FDA 
http://www.fda.gov/cvm/ 
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For questions concerning animal health, surveillance, and BSE, contact the U.S. Departmer* 
of Agriculture’s Animal and Plant Health Inspection Service (APHIS). 


USDA—APHIS 

4700 River Road 
Riverdale, MD 20737 
(301) 734-7799 
http://www.aphis.usda.gov/ 


* For questions concerning vCJD or CJD, or any of the specific human diseases and 
technical terms mentioned on this Web page, contact the U.S. Health and Human Service’s 
Centers for Disease Control and Prevention (CDC). 


Centers for Disease Control and Prevention 
1600 Clifton Road 

Atlanta, GA 30333 

(404) 639-3534 

(800) 311-3435 

http://www.cdc.gov 
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We sec Also: Frequently Asked Questions, FSIS Further Strengthens Protections Against Bovine 
Spongiform Encephalopathy (BSE) 











For Further Information Contact: 


Media Inquiries: (202) 720-9113 

Congressional Inquiries: (202) 720-3897 

Constituent Inquiries: (202) 720-9113 

Consumer Inquiries: Call the USDA Meat and Poultry Hotline at 1-888-MPHotline; TTY: 1-800-256- 
7072. 


FAQ Start Page | FSIS Home Page | USDA Home Page 
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USDA UNITED STATES DEPARTMENT OF 
amg AGRICULTURE 


CASE OF BSE IN THE UNITED STATES 
CHRONOLOGY OF EVENTS 


Back to BSE Information and Resources 





A non-ambulatory dairy cow believed to be 
about 4-1/2 years old arrives at Verns 
Moses Lake Meats, a slaughter plant in 
Moses Lake, WA; the animal’s condition is 
attributed to complications from calving. 
Consistent with USDA’s standard testing 
protocols for BSE, samples are taken from 
the animal and all potential high-risk 
material (central nervous system tissue) is 
diverted out of the human food supply and 
into rendering. 
Samples from the animal arrive at USDA's 
National Veterinary Services Laboratories 
(NVSL) in Ames, IA. Because the animal 
had no neurological signs at slaughter, it 
was not considered to be a higher priority 
for BSE and the samples were placed in 
the normal queue for testing. 


December 22 Preliminary test results are positive for 
BSE; NVSL conducts further testing. 


December 23 Further test results are positive for BSE. 
Secretary Veneman announces a 
"presumptive positive" case for BSE. A 
sample from the animal is hand-carried to 
the United Kingdom for final confirmatory 
testing at the BSE world reference 
laboratory in Weybridge, England. 
APHIS' epidemiological investigation 
begins. Quarantine placed on herd in 
Mabton, WA, in which the index animal 
had last resided. 



















December 9, 2003 








December 11 






























USDA's Food Safety and Inspection 
Service initiates a Class II recall of meat 
(10,410 pounds) from the group of 20 

animals slaughtered on December 9 at 

Verns Moses Lake Meats. 
USDA determines disposition of three 
calves from index animal: one died 


December 23 
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shortly after birth in October 2001. One is 
a yearling heifer and is in the index herd 
in Mabton, WA, which is under State 
quarantine. The third is the most recently 
born calf, a bull calf, and is in a herd in 
Sunnyside, WA, which is placed under 
State quarantine 

UK world reference laboratory confirms 
USDA diagnosis of BSE. 

Traceback of index animal continues. It is 
believed likely that the index animal was 
purchased into Mabton herd from a dairy 
cattle finishing farm in Mattawa, WA. The 
other, less likely, possibility is that it came 
from an area livestock market. 









December 25 















USDA's traceback investigation indicates 
that the affected cow was likely imported 
from Canada in 2001 and that she was 
likely 6-1/2 years old, rather than 4-1/2 
years old as the last owner’s records had 
indicated. Investigative efforts continue 
and involve Canadian officials. 





December 27 


USDA team departs Washington for Japan 
to pursue trade talks. 



























USDA's Food Safety and Inspection 
Service (FSIS) determines that two 
tertiary cosignees (the customers of 
Williamette Valley Meats) of the recalled 
beef products had limited further 
distribution to four other states, including 
Alaska, Montana, Hawaii and Idaho, as 
well as the U.S. territory of Guam. These 
areas are in addition to the primary 
distribution in Oregon and Washington, 
with some product shipped to Nevada and 
California. FSIS continues to trackback the 
distribution of any recalled meat to ensure 
compliance with the recall. 





December 28 


Traceback of the index animal continues. 
USDA is also continuing to trace the 73 
other cows that came in the same 
shipment. . 






USDA determines that records obtained 
from the owner of the index animal 
correspond with Canada’s records 
indicating that this animal was 
approximately 6 ¥2 years old at the time of 
slaughter. USDA is working with Canada to 


December 29 
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conduct DNA tests to verify that the 
correct animal has been identified. 


Tracebacks of the index animal, along with 
the 73 other cows from the same 
shipment, continues. USDA identifies 8 
additional cows from the same herd in 
Canada as the index cow that may have 
entered the United States. USDA begins 
tracing these animals. 


FSIS determines that the recalled meat 
products were distributed to 42 locations 
from Interstate Meats and Willamette 
Valley Meats, with at least 80 percent of 
the products distributed to stores in 
Oregon and Washington. FSIS is verifying 
that these 42 distributors, along with the 
Original distributors, are complying with 
requirements to notify their customers. 

December 30 Agriculture Secretary Ann Veneman 
announces additional safeguards to bolster 
the U.S. protection system against BSE 
and to further protect public health: 


e downer cattle and specified risk 
material and tissues will immediately 
be banned from the human food 
chain 
skull, brain, trigeminal ganglia, eyes, 
vertebral column, spinal cord and 
dorsal root ganglia of cattle over 30 
months of age and a portion of the 
small intestine of cattle of all ages 
are now considered specified risk 
materials and are prohibited from 
entering the human food supply 

e any normal cattle, if they are 
targeted for BSE surveillance testing 
at slaughter, will no longer be 
marked as “inspected and passed” 
until confirmation is received that 
the animals have, in fact, tested 
negative for BSE 

e dorsal root ganglia, clusters of nerve 
cells connected to the spinal cord 
along the vertebrae column, in 
addition to already-prohibited spinal 
cord tissue, will be prohibited in 
products labeled as “meat” 

e the air-injection stunning of cattle 
will be prohibited 
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e mechanically separated meat in 
human food will be prohibited 

e a verifiable system of national 
animal identification will be 
immediately implemented 
(See USDA's 12/30/03 press release 
for more specifics) 





Traceback of the index animal continues. 
USDA continues working closely with 
Canadian officials to conduct DNA testing 
of the index cow. 


Through the traceback of the index 
animal, USDA determines that 82 cattle 
(including the positive cow) were cleared 
for shipment into the United States. USDA 
is verifying the actual number that entered 
the United States and the location of each 
animal. Initial information from Canada 
suggested only 74 of the 82 cattle on the 
health certificate were shipped to the 
United States. However, since USDA 
cannot rule out the possibility that the 
other eight also came across the border, 
USDA is looking at import/export records, 
as well as on-farm records, for all 
remaining 81 cattle. 

December 31 USDA continues to work with Canadian 
officials to verify the traceback of the 
index animal. USDA is working with 
Canada to conduct DNA tests in both 
countries. Testing is expected to begin this 
evening and results could be available as 
early as next week. 


Through the traceback investigation, USDA 
learns that the Canadian health certificate, 
dated August 28, 2001, lists 82 eartag 
numbers from cattle that were part of a 
herd dispersal in Alberta, Canada. One of 
those eartag numbers matches that 
number on the BSE-positive cow. Nine of 
the 82 are part of the index herd in 
Washington State. Currently, USDA has 
information that suggests that 81 of the 
82 animals crossed the border into the 
United States. However, since USDA 
cannot rule out the possibility that all the 
animals came into the United States, 
USDA is looking at import/export records, 
as well as on-farm records, for all 
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remaining 72 cattle. 


USDA appoints an international team of 
experts to review the Department’s 
investigation and make national 
recommendations following the completion 
of the epidemiological investigation. The 
team will be similar to the group that 
conducted such a review in Canada. 
USDA confirms that 81 of the 82 animals 
listed on the Canadian health certificate, 
which includes the eartag number for the 
index cow, entered the United Sates 
through Oroville, WA, on September 4, 
2001. 


USDA has 11 of the 82 cattle definitely 
accounted for including: 

- One is the index cow 

- Nine are those known to be in the index 
herd 

- One animal is on the Mattawa premises 

- Also, USDA believes one animal may still 
be in Canada 


Tracebacks of the other 70 animals 
continue. USDA has good leads on the 
whereabouts of many of these animals. 


USDA announces that three facilities are 
under hold orders during the 
epidemiological investigation. The first 
facility is the index herd, while the second 
is a nearby facility that has the index 
cow’s recently born bull calf. The third 
facility is a dairy operation in Mattawa 
where one animal from the original herd of 
82 is located. 


USDA and Canadian officials continue DNA 
tests to determine the identification of the 
index animal. Two USDA epidemiologists 
are in Canada to assist with the testing, 
while two Canadian epidemiologists are in 
the United States to assist with the DNA 
testing. 


USDA is working closely with industry to 
reposition its efforts to collect samples of 
high-risk animals for BSE surveillance 
testing on farms, at rendering facilities, 
and other locations. 
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January 5 USDA announces the decision to 
depopulate the bull calf operation in 
Sunnyside, Washington, that includes a 
calf born to the heifer infected with BSE 
prior to the heifer’s slaughter this past 
December. There are approximately 450 
cattle on the premises, and operations will 
proceed this week but will likely be 
dependent on weather conditions in the 
Mabton area. The calves will be 
transported to a currently unused 
slaughter facility. 


USDA will have animal care experts on 
hand at both the farm where the calves 
will be loaded and at the slaughter facility 
to ensure humane treatment of the 
animals. The animals will be euthanized 
according to American Veterinary Medical 
Association animal welfare euthanasia 
guidelines. No products from any of the 
slaughtered animals will enter the human 
food chain, nor will products be rendered. 


A USDA team departs Washington for 
Mexico to pursue trade talks. 


USDA and Canadian officials continue DNA 
tests to determine the identification of the 
index animal. Test results are expected 
sometime this week. 


USDA has 11 of the 82 cattle that were 
listed on the Canadian health certificate, 
including the index cow, definitely 
accounted for. USDA believes that one of 
the animals is still in Canada. Tracebacks 
of the other 70 animals continue. USDA 
has good leads on the whereabouts of 
many of these animals. 

January 6 USDA announces that DNA evidence now 
helps to verify—with a high degree of 
certainty—that the BSE positive cow found 
in Washington State originated from a 
dairy farm in Alberta, Canada. 


USDA depopulates the bull calf operation 
outside Sunnyside, WA. Approximately 
450 calves are transported from the farm 
to a designated slaughter facility and 
euthanized according to American 
Veterinary Medical Association humane 
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guidelines. USDA officials secure the 
animal carcasses overnight. 


Other elements of the investigation, 
including animal tracebacks, continue on 
both sides of the border and may provide 
additional information. This includes the 
cattle feed investigation in Canada as well 
as the additional DNA testing. 

USDA disposes of the carcasses of the 
depopulated calves by landfill. None of the 
carcasses entered the human food supply 
chain or were rendered. 






January 7 











USDA locates another animal that came 
into the United States with the index cow, 
which is also located in a Mattawa, WA 
dairy herd. USDA has 12 of the 82 cattle 
listed on the Canadian health certificate 
definitely accounted for including: 

- The index cow 

- Nine known to be in the index herd 
- Two animals on a Mattawa premises 











USDA also believes that one of the animals 
listed on the health certificate remained in 
Canada and did not enter the United 
States. 

Tracebacks of the other 69 animals that 
entered the United States continues. USDA 
has good leads on the whereabouts of 
many of these animals. 













A Japanese delegation arrives in the 
United States to participate in trade talks. 





January 8 USDA finishes disposal of the carcasses of 
the depopulated calves by landfill. None of 
the carcasses entered the human food 
supply or were rendered. 

USDA's Food Safety and Inspection 
Service (FSIS) has submitted three rules 
and one notice for publication in the 
Federal Register on Monday, January 12, 
2003. The rules and notice are: 

- An interim final rule declaring that the 
Specified Risk Materials, the skull, brain, 
trigeminal ganglia, eyes, vertebral column, 
spinal cord and dorsal root ganglia of 
cattle 30 months of age or older, and the 
small intestine of all cattle are specified 
risk materials, and prohibited in the food 
supply. (Tonsils were already excluded). 
These prohibitions will be effective 
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immediately upon publication in the 
Federal Register. - An interim final rule 
expanding on the prohibition of central 
nervous system tissues in advanced meat 
recovery products.: A final rule to prohibit 
air injection stunning.- A notice 
announcing that FSIS inspectors will not 
mark ambulatory cattle that have been 
targeted for BSE surveillance testing as 
“inspected and passed” until negative test 
results are obtained. 

USDA announces it wiil begin accepting 
license applications for BSE tests. 
Heretofore, USDA’s Center for Veterinary 
Biologics has been accepting and 
reviewing data from companies that have 
various rapid tests, but has not formally 
accepted applications for licensing. USDA 
announces it will soon begin to remove a 
limited number of cows from the index 
herd in Mabton, Washington. At this time, 
USDA will most likely remove 
approximately 130 animals from this herd 
that contains approximately 4,000 dairy 
cows. To summarize results thus far from 
the epidemiological investigation: 

Of the 81 cows that came from Canada 
with the positive cow: 

. One is the positive cow 

. Two are under a hold order at a premises 
in Mattawa 

. USDA believes 7 may have gone to 
another dairy and is working to determine 
if those animals are still there 

. Nine are in the index herd 

. Potentially some of the remaining cows 
that came in that shipment are on the 
index premises, but at this time the 
identity of these animals has not been 
confirmed. 

USDA personnel begin a selective 
depopulation of the index herd. Nine 
animals from the index herd are 
transported, humanely euthanized, and 
sampled. 
FSIS’ new rules on product holding, 
specified risk material, advanced meat 
recovery, and air injection stunning 
become effective. USDA has traced a third 
animal to the herd in Mattawa, 
Washington. Two animals were previously 
traced to this herd. The three animals in 
the Mattawa herd will be removed. JA 
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declaration of extraordinary emergency, 
signed by Secretary Veneman, is 
published in the Federal Register. This 
declaration of extraordinary emergency 
authorizes the Secretary to (1) hold, seize, 
treat, apply other remedial actions to, 
destroy (including preventative slaughter), 
or otherwise dispose of, any animal, 
article, facility, or means of conveyance if 
the Secretary determines the action is 
necessary to prevent the dissemination of 
BSE and (2) prohibit or restrict the 
movement or use within the State of 
Washington, or any portion of the State of 
Washington, of any animal or article, 
means of conveyance, or facility if the 
Secretary determines that the prohibition 
or restriction is necessary to prevent the 
dissemination of BSE. 

USDA has confirmed that one animal has 
gone to a dairy in Quincy, Washington. 
USDA believes that as many as seven 
animals may have been sent to this 
facility; we are working to confirm how 
many may remain at this facility. The 
State has placed a hold on this facility in 
order to aid the investigation. Selective 
depopulation of the index herd continues. 
USDA plans to transport, humanely 
euthanize, and test approximately 130 
animals in the index herd. 






January 13 





















Selective depopulation of the index herd 
continues. To date, 89 animals from the 
index premises have been euthanized and 
tested. Results of the tests will be 

reported as soon as they are available. 


January 14 








January 15 USDA’s investigation on the 81 cows that 
came from Canada continues. Five 
additional animals have been located at a 
facility located in Connell, Washington. 
The State has placed a hold on the facility 
in order to facilitate the investigation. In 
total, 19 of the 81 cows that came from 
Canada have been located. Selective 
depopulation of the index herd, which 
began on Saturday, January 10, is 
expected to be completed today. USDA 
plans to transport, humanely euthanize, 
and test a total of 129 animals in the 
index herd. To date, 119 animals from the 
index premises have been euthanized and 
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January 16 


January 17 


January 18 


January 19 


January 20 










tested. To date, 28 samples have 
completed testing; results have been 
negative. 

USDA locates 3 animals that are part of a 
group of 17 heifers originally dispersed 
from the Canadian source herd in August 
2001. The 3 animals were mentioned by 
Canada’s 

chief veterinarian during the January 6, 
2004, technical conference call with 
USDA’s Dr. Ron DeHaven. The 17 animals 
are separate from the 81 animals that 
arrived in the 

United States from Canada along with the 
index animal. The 3 animals were found at 
the Quincy, Washington, dairy where 1 of 
the 81 animals has also been located. 






















APHIS continues to work to determine 
whether the remaining 14 animals entered 
the United States. Delegations from 
Mexico and Canada meet with USDA 
officials in Washington, D.C. to discuss 
issues related to BSE. 
USDA begins selective depopulation 
operations on the facility in Mattawa. 













USDA’s investigation on the 81 cows that 
came from Canada continues. Three 
additional animals are located at a facility 
in Tenino, Washington, and one additional 
animal is found in Connell, Washington. 
Washington State places a hold on the 
Tenino facility in order to facilitate the 
ongoing investigation. In total, 23 of the 
81 cows that came from Canada have 
been located. USDA completes the 
selective depopulation of 129 animals from 
the index herd. To date, 30 samples from 
the index herd have completed testing; 
results have been negative for BSE. 

















USDA completes selective depopulation 
operations on the facility in Mattawa, 
Washington. To date, USDA has 
transported and sampled a total of 39 
animals from this 

facility. To date, 121 samples taken from 
the depopulated index herd have 
completed testing; results have been 
negative for BSE. 


USDA personnel locate another animal 
that is part of a group of 17 heifers 
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Originally dispersed from the Canadian 
source herd in August 2001. The animal 
was found at a Boardman, Oregon, facility. 
It is not unusual for an epidemilogical 
investigation to cover multiple States. 
These 17 animals were mentioned by Dr. 
Brian Evans, Chief Veterinary Officer for 
Canada, in the January 6, 2004, technical 
briefing and are not part of the original 81 
animals. APHIS investigators have now 
located four from this group of 17. Three 
others were located at the Quincy facility. 
Investigators are still determining whether 
the remaining 13 animals entered the 
United States. Selective depopulation 
operations on the facility in Mattawa and 
the index herd have been completed. 
USDA has transported and sampled a total 
of 39 animals from the Mattawa facility 
and 131 animals from the index premises. 
To date, 129 samples from the index herd 
have completed testing; results have been 
negative for BSE. Results from the 
Mattawa herd are not yet available.Senior 
U.S. government officials continue talks 
with trading partners and this week are 
meeting with officials in Japan, the 
Philippines, Hong Kong and South Korea to 
discuss BSE related issues. 


£ 
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* Main Page - 
Acts and 
Regulations Canadian Food Inspection Agency 
- Administered by Liaison, Preparedness and Policy Coordination 
CFIA 
-Related Legislation REGULATIONS AMENDING THE HEALTH OF ANIMALS 
* Precautionary REGULATIONS 
Approach if Amendments | Regulatory Impact Analysis Statement 
Principle 
* Recent ae 
pane ele Her Excell the G G linc il th dati 
* Regulatory er Excellency the Governor General in Council, on the recommendation 
Archives of the Minister of Agriculture and Agri-Food, pursuant to subsection 64(1) 
* Regulatory 2 of the Health of Animals Act®, hereby makes the annexed Regulations 
Initiatives Amending the Health of Animals Regulations. 
w5'C, 1993,C 34,5. (6 
BIS*C/1990scx21 
amendments 
1. (1) The definitions "animal" and “farm or ranch" in section 172 of 
the Health of Animals Regulations are replaced by the following: 
"animal" means a bison, a bovine and an ovine. (animal) 
"farm or ranch" includes a feed lot, a breeding herd, an artificial 
insemination unit or any other place where an animal has been since 
leaving its farm of origin. (ferme ou ranch) 
(2) Section 172 of the Regulations is amended by adding the 
following in alphabetical order: 
"bison" means an animal, other than an embryo or a fertilized egg, of the 
subspecies Bison bison bison, Bison bison athabascae or Bison bison 
bonasus. (bison) 
"bovine" means an animal, other than an embryo or a fertilized egg, of the 
species Bos taurus or Bos indicus. (bovin) 
http://www.inspection.gc.ca/english/reg/appro/2003/20064_e.shtml 1/8/2004 
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"ovine" means an animal, other than an embryo or a fertilized egg, of the 
genus Ovis. (ovin) 


2. Section 175 of the Regulations is amended by adding the 
foilowing after subsection (1): 


(1.1) Every person who applies, or causes the application of, an approved 
tag to an animal, or the carcass of an animal, shall ensure that the tag is 
for the species of that animal and is applied to the animal, or the carcass, 
for which the tag was issued under subsection 174(1). 


3. The Regulations are amended by adding the following after 
section 175: 


Record-Keeping Requirement 


175.1 (1) Subject to subsection (2), every operator of a farm of origin, or 
of a farm or ranch other than the farm of origin, who removes, or causes 
the removal of, an ovine 18 months of age or older from the farm of origin 
or from the farm or ranch other than the farm of origin shall keep a record 
of 


(a) the identification number on the approved tag that is applied to the 
ovine; 


(b) the date of removal; 
(c) the reason for removal; and 


(d) the name and address of the owner or person having the possession, 
care or control of the ovine at the destination to which it is removed. 


(2) Subsection (1) does not apply to an ovine transported directly for 
slaughter to an establishment registered under the Meat Inspection Act or 
under an Act of the legislature of a province that provides for the 
inspection of ovine carcasses. 


(3) Every operator of a farm of origin, or of a farm or ranch other than the 
farm of origin, who receives, or causes the reception of, an ovine for 
breeding purposes, shall keep a record of 


(a) the identification number on the approved tag that is applied to the 
ovine; 


(b) the date of reception; and 
(c) the name and address of the owner or person who had the 


possession, care or control of the ovine at the farm or ranch from which it 
was removed. 
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(4) Every person who is required to keep a record under to this section 
shall keep the record for a period of at least five years. 


4. Section 176 of the Regulations is replaced by the following: 


176. Subject to section 183, no person shall remove, or cause the 
removal of, an animal from its farm of origin or from a farm or ranch other 
than its farm of origin unless the animal bears an approved tag issued 
under subsection 174(1) for the farm or ranch where the approved tag 
was applied to the animal. 


5. The heading before section 183 of the Regulations is replaced by 
the following: 


Tagging Site, Community Pasture, Exhibition Site or Veterinary Clinic 


6. (1) The portion of subsection 183(1) of the Regulations before 
paragraph (a) is replaced by the following: 


183. (1) Subject to subsection (5), a bison or a bovine may be moved 
from its farm of origin, without having an approved tag applied to it, to a 
site for the purpose of having an approved tag applied to the animal at 
that site if 


(2) Paragraphs 183(1)(b) to (d) of the Regulations are replaced by the 
following: 


(b) the operator of the farm of origin supplies the bison or bovine along 
with the approved tag issued to that operator under subsection 174(1); 


(c) the bison or bovine is not mixed with any other person's animals that 
do not bear approved tags; 


(d) the approved tag referred to in paragraph (b) is applied to the bison or 
bovine immediately after it is received at the site; and 


(3) The portion of paragraph 183(1)(e) of the Regulations before 
subparagraph (i) is replaced by the following: 


(e) the person who manages the site keeps records, and makes them 
available to the administrator on request, of enough information about the 
origin of the bison or bovines received there to enable their origin to be 
traced, including 


(4) Subsection 183(2) of the Regulations is replaced by the 
following: 


(2) Subject to subsection (6), a bison or a bovine may be moved from its 
farm of origin, without having an approved tag applied to it, to a 
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community pasture, exhibition site or veterinary Clinic if 


(a) the person who manages the community pasture, exhibition site or 
veterinary clinic has previously provided the administrator with a 
statement containing the name and address of the community pasture, 
exhibition site or veterinary clinic and an undertaking that the person will 
comply with the requirements of paragraph (b); 


(b) the person who manages the community pasture, exhibition site or 
veterinary clinic keeps records, and makes them available to the 
administrator on request, of enough information about the origin of the 
bison or bovines received there to enable their origin to be traced, 
including 


(i) the names and addresses of the owners or persons having the 
possession, care or control of the animals when they are brought to the 
community pasture, exhibition site or veterinary clinic, 


(ii) the dates when the animals are brought to the community pasture, 
exhibition site or veterinary clinic, 


(iii) the dates when the animals are removed from the community pasture, 
exhibition site or veterinary clinic, 


(iv) the names and addresses of the owners or persons having the 
possession, care or control of the animals when they are removed from 
the community pasture, exhibition site or veterinary clinic, and 


(v) the numbers of any approved tags that are applied to the animals at 
the community pasture, exhibition site or veterinary clinic and the dates 
when the approved tags are applied to the animals; and 


(c) the bison or bovine is returned to its farm of origin at the end of the 
grazing season, exhibition or veterinary evaluation, as the case may be, 
or an approved tag for the animal's farm of origin is applied to the animal 
before it is removed from the community pasture, exhibition site or 
veterinary Clinic. 


(5) Subsections 183(5) and (6) of the Regulations are replaced by the 
following: 


(5) If a person fails to comply with subsection (3), the Minister may order 
the person not to receive any bison or bovines at the site referred to in 
subsection (1) for the purpose of applying approved tags to them at that 
site. 


(6) If a person fails to comply with subsection (4), the Minister may order 


the person not to receive any bison or bovines at a community pasture, 
exhibition site or veterinary clinic unless the animals have approved tags 
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applied to them. 


(6) Subsection 183(10) of the Regulations is replaced by the 
following: 


(10) The Minister shall have the notice published in a newspaper of 
general circulation in the community where the site referred to in 
subsection (1) or the community pasture, exhibition site or veterinary 
clinic, as the case may be, is located. 


7. Paragraph 184(3)(c) of the Regulations is replaced by the 
following: 


(c) in the case of a bison or a bovine, the person who operates the 
abattoir reports to the administrator, within 30 days after the animal is 
slaughtered, the information that the person is required by paragraph (b) 
to record in respect of the animal. 


8. Paragraph 186(1)(b) of the Regulations is replaced by the 
following: 


(b) in the case of a bison or a bovine, shall report the death of the animal 
and the number of the approved tag to the administrator within 30 days 
after the death. 


9. Paragraph 188(1)(b) of the Regulations is replaced by the 
following: 


(b) in the case of a bison or a bovine, shall ensure that the number of the 
animal's approved tag is reported to the administrator, along with the | 
number of any tag applied to the animal in place of the approved tag, 
within 30 days after the exportation. 


10. Paragraphs 189(2)(a) and (b) of the Regulations are replaced by 
the following: 


(a) if a bison is being imported, within 60 days after importation; 

(b) if a bovine is being imported, within 30 days after importation; or 

(c) if an ovine is being imported, within 7 days after importation. 
coming into force 


11. These Regulations come into force on January 1, 2004. 
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“Recent ; 
R d re Her Excellency the Governor General in Council, on the recommendation 
é aor Per of the Minister of Agriculture and Agri-Food, pursuant to subsection 64(1) 
TeaaTey 2 of the Health of Animals Act, hereby makes the annexed Regulations 
Bes 2 Amending the Health of Animals Regulations. 
Regulatory 
Initiatives a 
75.6 .1993, c.34.s5.76 
2 S.C. 1990, c. 21 
REGULATIONS AMENDING THE HEALTH OF ANIMALS 
REGULATIONS 
amendments 
1. The Health of Animals Regulations‘ are amended by adding the 
following after section 6: 
PART 1.1 
SPECIFIED RISK MATERIAL 
6.1 In this Part, "specified risk material" means 
(a) the skull, brain, trigeminal ganglia, eyes, tonsils, spinal cord and 
dorsal root ganglia of cattle aged 30 months or older; and 
(b) the distal ileum of cattle of all ages. 
6.2 Every person who slaughters, cuts up or debones cattle for human 
consumption as food shall ensure that the specified risk material has 
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been removed from the cattle. 


6.3 No person shall use or export for human consumption as food 
specified risk material in any form, whether or not incorporated into 
another thing, where the specified risk material was removed from cattle 
slaughtered in Canada. 


2. The definition "import reference document" in section 10 of the 
Regulations is replaced by the following: 


“import reference document" means the document prepared by the 
Agency and entitled Import Reference Document, bearing the date June 
20, 2003 and policy number AHPD-DSAE-IE-2002-3-1A and available on 
the Agency's web site or by requesting a copy from the Agency. 
(document de référence) 

coming into force 


3. These Regulations come into force on the 31st day after the day 
on which they are registered. 


1C.R.C., c. 296: SOR/91-525 


Date Modified: 2003-07-24 wilh, Important Notices 
Top of Page 


http://www .inspection.gc.ca/english/reg/appro/2003/20089_e.shtml 1/8/2004 


dl Ld dl -.lC<i CTT TT veT bd 


Canadian Food Inspection Agency - REGULATIONS AMENDING THE HEALTH OF... Page 1 of 6 


Canadi A di 
Be carder god Agencecanadionne Canada 


Contact Us Search 


Vuhiat's Mew Acts and Regulations 
Anittal Health Plant Protection 


Quick Pick By Commodity / Key Topic 














* Main Page - 
Soames Canadian Food Inspection Agency 
Regulations Liaison, Preparedness and Policy Coordination 
- Administered by 
CFIA 
_ Related Legislation REGULATIONS AMENDING THE HEALTH OF ANIMALS 
‘ REGULATIONS 
Precautionary Amendment | Regulatory Impact Analysis Statement 
Approach / 
Principle 
“Recent 
Amendments Her Excellency the Governor General in Council, on the recommendation 
* Regulatory of the Minister of Agriculture and Agri-Food, pursuant to subsection 64(1)? 
* g g 
Archives of the Health of Animals Act®, hereby makes the annexed Regulations 
* Regulatory Amending the Health of Animals Regulations. 
Initiatives 


2$.C. 1993, c. 34, s. 76 
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REGULATIONS AMENDING THE HEALTH OF ANIMALS 
REGULATIONS 


amendments 


1. The Health of Animals Regulations! are amended by adding the 
following after section 91.1: 


91.2 (1) Every laboratory that diagnoses or suspects the appearance in 
an animal or thing of a disease set out in Schedule VII shall notify the 
Minister immediately of the diagnosis or suspicion. 


(2) Along with that notification, the laboratory shall include 


a. the name, address and telephone number of the person who owns 
or has the possession, care or control of the animal or thing; 


b. the location of the animal or thing; and 


c. all other information that the laboratory has in relation to the animal 
or thing. 
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(3) Every laboratory that diagnoses or suspects the appearance in an 
animal or thing of a disease set out in Schedule VIII shall notify the 
Minister of the diagnosis or suspicion immediately after the end of the 
calendar year in which the appearance of the disease is diagnosed or 
suspected. 


2. The Regulations are amended by adding the following after 
Schedule VI: 


SCHEDULE VII 
(Subsection 91.2(1)) 


IMMEDIATELY NOTIFIABLE DISEASES 










Disease 
; aino virus infection 
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avian encephalomyelitis 
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duck hepatitis 
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. |epizootic haemorrhagic disease 
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33. |small hive beetle (Aethina tumida) 






35. | tick-borne fever (Cytoecetes phagocytophilia) 


2 
2 
2 
2 
2 
3 
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3 
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6. | tissue worm (Elaphostrongylus cervi) 






37. |trypanosomiasis (exotic to Canada) 


38. | turkey viral rhinotracheitis or swollen head disease in chickens 


39. | viral haemorrhagic disease of rabbits 


40. |Wesselbron's disease 


41. |West Nile fever 


SCHEDULE VIII 


(Subsection 91.2(3)) 


ANNUALLY NOTIFIABLE DISEASES 
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American foul brood 
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avian infectious bronchils 
7. [avian salmonelosie——SSSSCSC~*d 
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ovine malignant catarrhal fever 
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infectious bursal disease (Gumboro disease) 


infectious coryza 
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intestinal salmonella infections 
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3. These Regulations come into force on the day on which they are 
registered. 
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MEAT HYGIENE DIRECTIVE: 
2003 - 18 (AMENDED) 
SUBJECT: 


Chapter 4: Provisions for the removal of Specified Risk Materials (SRM) from cattle 
carcasses slaughtered in establishments inspected under the Meat Inspection 
Regulations 


THIS IS AN AMENDED VERSION OF THE DIRECTIVE 2003-18 ON PROVISIONS FOR 
THE REMOVAL OF SRMS. EACH VETERINARIAN/INSPECTOR-IN-CHARGE IS 
REQUIRED TO IMMEDIATELY PROVIDE A COPY OF THIS DIRECTIVE TO THE 
OPERATOR OF THE CFIA INSPECTED ESTABLISHMENTS S/HE IS RESPONSIBLE 
FOR. 


This Directive describes the requirements for the removal, identification, control and 
disposition of Specified Risk Materials (SRM) from cattle carcasses to prevent tissues that 
may contain BSE infectivity from entering the human food chain. 


This policy will become effective on July 24, 2003. 
CHAPTER 4 - ENGLISH VERSION: 


Please replace pages 19 to 24 of Chapter 4 of your copy of the Manual of Procedures with 
the attached new pages and add new Annex N. 


CHAPTER 4 - FRENCH VERSION: 


Please replace pages 21 to 26 of Chapter 4 of your copy of the Manual of Procedures with 
the attached new pages and add new Annex N. 


Merv Baker 
Director 
Food of Animal Origin Division 


Att./p.j. 





Chapter 4 - Pages 19 - 24 
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Slaughtering floors shall have adequate hand-washing facilities, including hot and cold water, 
soap and towels. These facilities must be readily available to all butchers and inspectors 
engages in handling reactors. Prompt and adequate first-aid treatment should be given to 
any employee who sustains a cut, no matter how minor, as such action can well prevent 
possible infection. 


(5) Stunning ratites (ostrich, rhea, emu) 


Shackling may be accomplished either before or after stunning. In either case, caution is 
advised to avoid injury to operators by the bird’s legs. 


Emus may be restrained by having an experienced person flip them on their back. 


Antemortem inspection and stunning may occur on the truck or trailor, especially for non 
ambulatory birds. Ratites may be subdued prior to stunning by placing a bag over the head 
to exclude light. Carbon dioxide may be delivered through a fitted mask to effect what has 
been reported to be very effective stunning. Alternatively, stunning may be performed by 
either a blow on the apex of the skull using a captive bolt pistol or by a non-reversible 
electrical stunning device. When using an electrical stunning device, operators must ensure 
that the electrical current passes directly through the bird’s brain at sufficient strength to 
ensure a non-reversible stun. 


4.4.6 Enforcement actions by inspectors 


Enforcement actions by inspection staff may be required in regard to delivery, pre-slaughter 
accommodation and handling, or stunning and slaughter of food animals. 


(1) Delivery of food animals to slaughterhouses 


Violations of transportation regulations, such as overcrowding, careless exposure to 
inclement weather, or any circumstance which has resulted in unnecessary suffering of food 
animals, shall be reported to the Regional Supervisor for further investigation. Veterinarians- 
in-charge shall collect and maintain as much evidence as possible in regard to such 
incidences. In case of court action such evidence is invaluable. Court action may be initiated 
by the Director, Food Inspection, in consultation with Departmental Legal Advisors. 


(2) Pre-slaughter accommodation and handling of food animals 


Unsatisfactory conditions concerning animal holding facilities shall be brought to the attention 
of plant management before they become critical. Request to plant management shall be 
documented with a copy to the Director, Food Inspection. The use of areas in serious 
violation of the requirements under the Meat Inspection Act and Regulations shall be stopped 
until they are brought up to standard. 


Inhumane handling of food animals on the plant premises shall not be tolerated by an 
inspector. 


In the event of lack of corrective action, enforcement action including halting of stunning and 
slaughter operations shall be taken. 
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(3) Stunning and slaughter of food animals 


The inspection staff shall monitor on an ongoing basis the stunning and slaughter of food 
animals. Whenever an inspector observes inhumane treatment of food animals either due to 
malfunction of stunning equipment or due to operator carelessness or incompetence, the 
inspector shall immediately halt stunning and slaughter operations until management of the 
slaughter plant has taken effective corrective action. Cases which cannot be resolved by the 
Veterinarian-in- Charge shall be referred to the Director, Food Inspection. In cases of non- 
cooperation, or flagrant violation of provisions of the Meat Inspection Regulations, legal 
action may be initiated. 


4.5 Dressing procedures 


It is plant management's responsibility to ensure that all dressing procedures are conducted 
in a sanitary manner and result in non-adulterated meat products destined for human 
consumption or animal food. It is the responsibility of the inspection staff to monitor the plant 
employees’ procedures. 


Such procedures should not result in undue contamination of meat products, and all 
carcasses and parts presented for postmortem inspection should be clean and free from 
dressing defects. It cannot be overemphasized that inspection staff are not to perform 
dressing procedures; all manipulations of carcasses and parts by inspection staff are limited 
to determining the acceptability of the products and to controlling the separation of inedible 
meat product. 


4.5.1 Dressing procedures for cattle 


Bovine Spongiform Encephalopathy (BSE): Certain control measures must be 
implemented by all operators involved in the slaughter of cattle regardless of the age of the 
animal slaughtered as additional measures adopted by the Canadian government in order to 
prevent tissues that may contain BSE infectivity from entering the human food chain. 


Refer to Annex N of this chapter for a description of applicable control measures. 
(a) Sticking and bleeding 


The "dry" landing area, where stunned animals are discharged from the knocking box, shall 
be kept as clean and as dry as possible. Sticking shall not occur in this area. The animals 
shall be promptly hoisted, conveyed to a properly constructed bleeding area, and then bled. 


Sufficient space and time must be made available for bleeding so that blood will be confined 
to the bleeding area. The sticking knife shall be sanitized between each animal. Blood, 
intended for edible purposes, must be collected without contamination and shall be identified 
to the carcass. Any condition found on postmortem examination which requires total carcass 
condemnation makes it necessary to locate and condemn not only the head and organs but 
also the blood. 


If blood from several animals is collected in one container, and one of the animals in the lot is 
condemned, all the blood collected in that particular container shall be condemned. The 
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equipment used for the collection of blood, which is done either on an individual or lot basis, 
shall be sanitized between each carcass or lot, as appropriate. Blood clotting is prevented by 
either using approved anti-coagulants or mechanical defibrination. The latter must be done 
with suitable metal or plastic beaters (not with hands), cleaned and sanitized after use. 


Carcasses shall be spaced, from the bleeding area to the point of approval, in such a way as 
to prevent skinned carcasses contacting either unskinned or other skinned carcasses or 
parts. 


(b) Head handling 


After a head is skinned, it should be removed from the carcass immediately, without the 
exposed surfaces becoming contaminated. A handwash facility and an equipment sanitizer 
shall be provided in the area where heads are removed from carcasses. The employee who 
removes heads shall wash his hands and sanitize his knives after each head removal. 


Facilities shall be provided to ensure that heads do not come into contact with one another 
until after completion of inspection and disposition of the carcass. 


The identity of heads shall be preserved until final disposition of corresponding carcasses. 


Facilities shall be provided for the removal of horns and pieces of skin, which must be done 
prior to head washing. The equipment used for removing the horns must be easy to clean 
and sanitize to avoid carrying contamination from one head to another. Heads, including oral 
and nasal cavities, shall be thoroughly washed before making any further incision in the 
musculature. Head washing cabinets shall be connected directly into a drain. The tongue 
shall be dropped and the tonsils removed, before the head is presented for inspection. If 
additional rinsing of the buccal cavity is required to remove any remaining ingesta, this must 
be performed without splash contamination of other heads. 


Cheek meat removed from the head shall be trimmed free of salivary glands and mucous 
membranes, then washed thoroughly and chilled as quickly as possible. 


The tongue shall be removed from the head, trimmed, washed free of blood and chilled. 
Tongues shall be stamped with the Meat Inspection Legend before or after chilling. The 
harvesting of head meat and tongues is to be done only after the carcass has received 
approval. Head hooks shall be sanitized with 82EC water after every use. 


(c) Esophagus rodding and tying 


The esophagus shall be rodded or otherwise separated from the surrounding tissues to 
prevent carcass contamination. 


Rodding is required when abdominal viscera are to be removed separately from thoracic 
viscera. Rodding separates the esophagus from the trachea, lungs and surrounding tissue 
and permits removal through the diaphragm and thoracic cavity without rupture of the 
esophagus during evisceration. The rod shall be adequately rinsed and sanitized between 
carcasses. 
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To prevent contamination with rumen contents, the esophagus shall be effectively tied before 
evisceration. 


(d) Udder and penis removal 


Lactating udders shall be removed avoiding soilage of carcasses, facilities and equipment. 
Any carcass contamination must be trimmed off. The penis and prepuce must also be 
removed without contamination of the carcass. 


Contaminated facilities and equipment must be washed and sanitized. Mammary lymph 
nodes shall remain on the carcass until the inspection is completed. 


In the skinning and opening of reactor carcasses, extreme care must be exercised not to 
incise the udder, in order to prevent contamination of workmen, meat products and tools. 


(e) Feet and hide removal 


Ear tags (e.g. the Canadian Cattle Identification Agency (CCIA) official tags) shall be 
attached, after their insertion into a plastic bag, to the fore shank of the carcass following 
hide removal. Alternative procedures that assure, with equal confidence, maintenance of the 
identity of the carcass and all its parts until their final disposition is known, may be approved 
by the veterinarian in charge. It is a requirement under the Animal Identification provisions of 
the Health of Animals Regulations that the operator of a slaughter establishment where an 
animal bearing an approved tag (i.e. a tag as defined under the CCIA) is slaughtered 
maintain the identity of the animal’s carcass until the carcass is approved for human 
consumption or is condemned. CFIA inspection personnel will monitor this procedure as part 
of verifying the controls the operator has in place to ensure the proper identification of the 
Carcass and the correlation of the carcass and its parts. 


(i) Bed system 


After removing the head, the carcass may be placed on a skinning bed (floor or cradle). Care 
should be taken to avoid contamination of neck tissue. Exposed tissue must not contact the 
floor, cradle or outside skin surfaces. 


The feet must be removed before the carcass is skinned. The hind feet are removed by 
skinning the area above and below the place where the leg is to be cut and thus removed 
without contacting the hide. The front feet are removed in such a manner as to avoid 
contamination of the carcass. 


Feet harvested for edible purposes shall be identified with the carcass, and shall not be 
approved for human consumption until the carcass receives similar approval. 


The skin shall be cut from inside-out to prevent carcass contamination with hair and dirt, 
except for the necessary starting cuts. The knife used to begin skinning operations must be 
washed and sanitized prior to re-use. The hair side of the hide should be carefully rolled or 
reflected away from the carcass during skinning. 


When the carcass is being moved from the skinning bed, the exposed parts shall not contact 
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the floor, cradle or other contaminated objects, including the outer side of the skin, boots and 
aprons, etc. The floor in this area must be cleaned after each carcass by washing and, if 
contaminated with pus or other septic material, by sanitizing. Washing must not result in 
splash contamination. 


A handwash station and sanitizer must be conveniently located for the use of the employees 
who skin and otherwise dress carcasses. 


(ii) Rail system 
The same sanitary skinning principles outlined for the bed system apply to the rail system. 


Skinning should begin at the hind shanks after foot removal and proceed downward, 
reflecting the hide away from the carcass. lf chains or other means of restraining the 
carcasses during hide removal are employed, these are to be sanitized between each 
carcass. 


(iii) Hide handling 


Regardless of the method employed for hide removal, the latter shall be removed 
immediately from the kill floor to the inedible section of the establishment without becoming a 
source of contamination. If a chute is employed, it shall be adequately baffled; if a doorway is 
used, it shall be equipped with automatic door closers. 


(f) Brisket opening 


Only a clean cleaver or saw shall be used to split the brisket. The cleaver or saw shall be 
sanitized after each use. 


The brisket is opened to facilitate removal of organs from the thoracic cavity. Opening can be 
done before or after complete hide removal. If done before hide removal, the hide over the 
midline must be adequately reflected. In opening the brisket, care must be taken to avoid 
puncturing the viscera which invariably results in carcass contamination. 


(g) Bung (rectum) dropping 

During hide removal, a circular cut has been made around the anus, taking care to leave the 
anal sphincter intact. The subsequent cut freeing the anus and rectum from the surrounding 
tissue must be done with a clean knife. The rectum is then tied together with the neck of the 
bladder to prevent contamination and they are then dropped into the pelvic cavity. 


(h) Evisceration 


Any contamination shall be trimmed from the midline before opening the abdominal cavity. 
The opening should not result in carcass or viscera contamination. 


The viscera shall be placed in a clean truck or on a clean table. If the viscera or carcass is 


condemned or the surface of a truck or stationary table is contaminated, the equipment must 
be sanitized with water of a minimum temperature of 82EC before reuse. Moving tables shall 
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be automatically cleaned and sanitized with water of a minimum temperature of 82EC. The 
temperature gauges shall be visible to the viscera inspector. 


If carcasses are eviscerated onto a moving top table, the eviscerator is to wear clean rubber 
boots which are adequately identified (preferably white) and an apron. Another pair of boots 
or shoes must be used when leaving the table. The washing cabinet used by the eviscerator 
must be connected directly into a drain. Access to the table from the cabinet must be such 
that when the eviscerator leaves the cabinet he must step directly onto the clean, sanitized 
portion of the table or a clean stand, but never onto a contaminated table or platform. The 
eviscerating knife, boots, apron, etc., must be sanitized when contamination occurs. 


The uro-genital organs such as bladder, ovaries and uterus, should be removed in total 
without incising them, following which they must be transferred to watertight metal containers 
or chutes for direct delivery to the inedible section. Extra care must be taken in the case of a 
brucellosis reactor. 


There must be synchronization between carcass and viscera. Carcass, viscera and head 
identity must be maintained in all cases. The identity of feet and blood must also be 
maintained if saved for edible purposes. Pathological lesions shall not be removed (unless 
permitted by an inspector) until postmortem inspection is completed. 


To prevent cross-contamination on the kill floor, the exposed carcass must not come in 
contact with stationary parts of the viscera table, any other uncleaned equipment on the kill 
floor (high bench, retaining bars, etc.) or any other carcass, prior to final carcass inspection. 


While accidental contamination may occur, careless techniques are not acceptable. 
Contaminated carcasses must be trimmed, not washed. It is management's responsibility to 
satisfactorily dress carcasses. It is the inspection staff's responsibility to monitor the dressing 
procedures and insist that management takes appropriate action when and if necessary. 

(i) Electrical stimulation 

lf an apparatus is employed to electrically stimulate carcasses before final inspection, then all 
parts of that equipment coming into contact with the carcass must be adequately sanitized 
after each use. 


(j) Carcass splitting 


To prevent contamination by the saw to other carcass surfaces, abscesses, grubs, grubby 
tissue or contamination shall be removed from the back of the carcass before splitting. 


The splitting saw must always be sanitized after becoming contaminated or after splitting a 
held carcass. 


(k) Trimming 
Carcass trimming must be done in an area set aside for that purpose. Stick wounds, any 


residual piece of hide, blood clots, bruised tissue and contamination must be removed. 
Carcasses shall be checked for cleanliness by a company employee before washing. This 
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check shall be closely monitored by the inspection staff. 


The spinal cord must be completely removed from split carcasses before the final carcass 
wash. The operator must implement a process control to make sure the removal is complete 
and consistent. 


(I!) Carcass washing 


After trimming, all carcasses shall be washed to remove blood and bone dust. The pinning of 
the neck and shrouding may be done after trimming and washing of the carcass are 
completed. 


(m) Use of organic acid, chlorine, chlorine dioxide and acidified chlorine solutions on 
red meat carcasses: 


See subsection 4.5.3(e), titled "Application of microbial control agents", of this chapter for 
general requirements for using such agents on raw meat carcasses and parts. Additional 
requirements for red meat carcasses are as follows: 


Organic sprays 


The use of 1.5 - 2.5% acetic acid or lactic acid or citric acid washes on red meat carcasses is 
permitted as a processing aid under the following conditions. 


(i) Organic acid solutions may be applied where it is accepted practice to apply water to 
product such as before, after or during the final carcass rinse. Pre-evisceration rinse systems 
consisting of a potable water rinse, and a second rinse with an organic acid are also 
permitted. The first rinse is applied as a low pressure water rinse to remove incidental foreign 
material. The second rinse, consisting of an aqueous solution of 1.5 - 2.5 percent organic 
acid, may be applied as a mist, fog or small droplet rinse. 


(ii) The treatment must be followed by appropriate measures to ensure that any residues of 
the acids in question in or on the meat, resulting from the treatment are negligible. In practice 
this would involve a final rinse with potable water. 

(iii) A documented description of the process and controls to monitor the concentration of the 
treatment solution and other necessary operating parameters be in place and available to 
CFIA inspection staff. This documentation should at least describe: 


- the equipment used and methods to assure that fumes from the acid do not create a health 
hazard; 


- type and concentration of acid used; 
- formula for preparing acid solution: 
- site and rate of application including solution flow rate and pressure; 


- temperature of acid solution at point of contact: 
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- methods used to assure no residual acid is left on the surface of the carcass; 

- a description of actions to be taken if the system is found to be operating out of compliance. 
*N.B. Trimming of the surface layers of the meat product or other such measures to remove 
surface residues of chemicals resulting from acid spray treatment have been suggested as 
an alternative to a potable water rinse. 

Chlorine 

The same requirements apply as for organic acids (see above) except that a maximum of up 
to 20 ppm of total available chlorine may be contained in water contacting red meat 
carcasses or beef quarters. 

Chlorine dioxide 

The same requirements apply as for organic acids (see above) except that a maximum of up 
to 20 ppm of total available chlorine dioxide may be contained in water contacting red meat 
carcasses. 

‘Acidified chlorine 

The same requirements apply as for organic acids (see above) except that a maximum of up 
to 10 ppm of total available (acidified) chlorine may be contained in water contacting beef 
carcasses 

4.5.2 Dressing procedures for swine 

(a) Bleeding 

Hogs presented for bleeding shall have been rendered unconscious by an approved method 
and shall be bled immediately following stunning. The stick wound shall be as small as 
possible and care should be taken to avoid shoulder sticking. The sticking of hogs not 


properly rendered unconscious is in direct violation of the Meat Inspection Act and 
Regulations. 


CHAPTER 4 - ANNEX N 


REMOVAL OF SPECIFIED RISK MATERIALS (SRM) FROM CATTLE SLAUGHTERED IN 
ESTABLISHMENTS INSPECTED UNDER THE MEAT INSPECTION REGULATIONS, 1990 


TABLE OF CONTENTS 
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DEFINITIONS 

INTRODUCTION AND POLICY AMENDMENTS - SECTION 1 
IDENTIFICATION AND AGE DETERMINATION - SECTION 2 
STUNNING, DRESSING AND SRM REMOVAL - SECTION 3 
SRM HANDLING AND DISPOSITION - SECTION 4 


SRM CONTROLS - SECTION 5 


APPENDICES: 
APPENDIX A - DIAGRAMS: CATTLE DENTITION 


APPENDIX B - DIAGRAMS: CATTLE VERTEBRAL COLUMN 


DEFINITIONS 
For the purposes of this policy: 


Cattle means animals of the species Bos taurus or Bos indicus; but does not include other 
ruminants such as bison, muskox, yak or water buffalo. 


Specified Risk Materials (SRM) mean the skull, brain, trigeminal ganglia, eyes, tonsils, 
spinal cord and dorsal root ganglia of cattle aged 30 months or older, and the distal ileum of 
cattle of all ages. 


Note: The brain, trigeminal ganglia, eyes, tonsils, spinal cord and dorsal root ganglia are 
designated as SRM because, in Bovine Spongiform Encephalopathy (BSE) infected Cattle, 
these tissues contain the BSE agent and may transmit the disease. The skull is designated 
as well because of the high probability of it becoming contaminated at the time of stunning 
and during manipulation of the other tissues if their separate removal was permitted. 


1.0 INTRODUCTION 
The Canadian government has adopted this policy on the removal of Specified Risk 
Materials (SRM) from cattle slaughtered in Canada in order to prevent tissues that may 


contain BSE infectivity from entering the human food chain. 


Every operator involved in the slaughter of cattle and/or the Ccutting/boning of bovine 
carcasses/quarters, shall implement the practices described in this annex, as required. 
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1.1 POLICY SUMMARY 
Operators of establishments inspected under the Meat Inspection Regulations, 1990 must 


e take the appropriate measures to identify cattle aged 30 months or older and remove 
from these carcasses the skull including the brain, trigeminal ganglia and eyes, the 
tonsils, the spinal cord and the vertebral column including the dorsal root ganglia; 

e remove the small intestine from cattle of all ages; and 

e treat these materials referred to as Specified Risk Materials (SRM), as inedible meat 
products. 


Operators are responsible for the development, implementation, and maintenance of control 
programs (including HACCP plans where appropriate) that address all components of this 
Specified Risk Material (SRM) removal policy. 


1.2 EFFECTIVE DATE OF THE SRM POLICY 
This policy will come into effect on July 24, 2003. 
2.0 CATTLE AND CARCASS IDENTIFICATION 


Operators slaughtering cattle of mixed age should make every effort to slaughter animals 
aged 30 months or older together. 


Ear tags (e.g. the Canadian Cattle Identification Agency (CCIA) official tags) shall be 
attached, after their insertion into a plastic bag, to the fore shank of the carcass following 
hide removal. Alternative procedures that assure, with equal confidence, maintenance of the 
identity of the carcass and all its parts until their final disposition is known, may be approved 
by the veterinarian in charge. 


2.1 DENTITION VERIFICATION, AGE DETERMINATION AND CARCASS 
IDENTIFICATION 


The operator shall examine the incisor teeth of each carcass during post-mortem at or before 
the head inspector station. Plant personnel examining the teeth must be able to recognize 
permanent incisor teeth and be knowledgeable of this policy. 


For the purposes of this policy, cattle are considered to be aged 30 months or older 
when they have more than two permanent incisor teeth erupted (i.e. the first pair of 
permanent incisors and at least one tooth from the second pair of permanent 
incisors). See Appendix A for diagrams of bovine incisor teeth. 


When a carcass has been identified as being derived from an animal aged 30 months or 
older, it must be marked in a way that will permit easy identification of the head and the 
Carcass sides (and quarters as needed) up to the point where all Specified Risk Materials 
(SRM) are removed. 


Operators may be able to reduce or eliminate the need for certain requirements under this 
part if this does not affect the outcome of the policy. For example, an operator may decide to 
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treat all slaughtered cattle as being derived from animals aged 30 months or older. In such a 
case, Specified Risk Materials (SRM) would be removed from all carcasses regardless of 
their age. There would therefore be no need to mark the head and the carcass sides (unless 
the removal of the vertebral column is performed in another establishment). 


A CFIA inspector will monitor the accuracy of the operator’s examination of incisor teeth, 
aging and carcass identification during the inspection of the head. Their focus with respect to 
the age determination will be on carcasses that are judged by the operator to be under 30 
months of age. 


3.0 STUNNING, DRESSING AND SRM REMOVAL 
3.1 STUNNING 


As per section 4.4.5 of this manual, the use of a penetrating percussion device which injects 
air into the cranial cavity is not permitted and the use of pithing rods is prohibited. 


Any externalized brain tissue must be collected and treated as SRM (e.g. contaminated hide 
from the head). Special care must be taken not to cross contaminate meat products with 
brain tissue. 


3.2 HEAD SEPARATION AND REMOVAL OF SKULL, BRAIN, TRIGEMINAL GANGLIA, 
EYES AND TONSILS 


The skull including the brain, trigeminal ganglia, eyes and tonsils of cattle aged 30 months or 
older are SRM and must be disposed of as inedible products. Separating. the head from the 
carcass risks spread of spinal cord to adjacent tissue. The removal of the head must be 
achieved without contamination of the carcass or other meat products with SRM (i.e. spinal 
cord, brain) or other contaminants. 


Separate knives must be provided for exclusive use in severing the spinal cords of cattle 
aged 30 months or older. These knives as well as steels must be identified by a color coding 
or other visual system. Standard washing and sanitizing procedures apply. 


As soon as the inspection of the head is completed and the tongue and cheek meat have 
been harvested, the remainder of the head should be placed without delay in an inedible 
container of suitable dimensions to prevent subsequent contact between the SRM head and 
any meat products. 


3.3 TONGUE AND CHEEK MEAT 

Harvesting of tongue and cheek meat shall be carried out as soon as possible after the head 
has been removed. The tongue and cheek meat should be well washed after their removal, 
using a controlled wash which will not cause cross-contamination. 


3.4 REMOVAL OF THE DISTAL ILEUM 


In order to ensure complete removal of the distal ileum, the entire small intestine of all cattle 
regardless of their age must be removed and disposed of as inedible product. Best practice 
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is to dispatch the small intestinal contents with the small intestine. 
3.5 CARCASS SPLITTING 


The saw should separate the vertebral column in midline to facilitate removal of the spinal 
cord. Water used in an automatic rinse system for the saw must be controlled and ducted 
away from carcasses and edible offal. The water-exhaust effluent should be adequately 
trapped. The trap should be emptied, cleaned and renewed as and when necessary. All 
filtrate should be treated as SRM and should be emptied into an inedible container. 


3.6 REMOVAL OF SPINAL CORD 


The spinal cord of cattle aged 30 months or older is a SRM and must be removed in its 
entirety, on the kill floor before the final carcass wash, and disposed of as inedible product. 
Lifting the cord out of the vertebral canal can be achieved using a knife. Other specialized 
tools can be used, but chain link gloves are not suitable due to the increased risk of gross 
cross-contamination. 


Separate knives or other tools must be provided for exclusive use in removing and handling 
spinal cords of cattle aged 30 months or older. These knives/tools, as well as steels must be 
identified by a color coding or other visual system. Standard washing and sanitizing 
procedures apply. 


Note: The spinal cord of cattle less than 30 months of age is not designated as a SRM but, 
nevertheless, must still be completely removed from all split carcasses on the kill floor before 
the final carcass wash. In the case of carcasses that are split after chilling (i.e. hide-on veal 
carcasses), the spinal cord must be removed during boning/cutting operations. This is 
required to prevent incorporation of spinal cord tissue into any meat products, ensuring 
compliance with established meat product standards and simplifying verification measures. 


3.7 VERIFICATION OF COMPLETE REMOVAL OF SPINAL CORD 


Remnants of spinal cord, may be present at the final inspection. This is potentially the most 
important control point. The operator must make a thorough check of every carcass to 
ensure that no remnants of spinal cord are present before the carcass is marked with the 
meat inspection legend. This check must be performed for each carcass side. When any 
spinal cord remnant is discovered, the carcass must be retained for immediate rework by the 
operator. 


3.8 REMOVAL OF THE DORSAL ROOT GANGLIA 


In order to ensure complete removal of the dorsal root ganglia, the vertebral column of cattle 
aged 30 months or older, excluding the vertebrae of the tail, the transverse processes of the 
thoracic and lumbar vertebrae, and the wings of the sacrum, must be removed and disposed 
of as inedible product. This will most likely be done in the cut-up/boning room using normal 
boning procedures. In the case of establishments that do not have a boning facility, the 
removal of the vertebral column can be performed in another federally inspected 
establishment. Slaughter establishments that do not remove the SRM vertebral column on 
site will have to implement an identification system and shipping controls satisfactory to the 
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veterinarian in charge. The controls should include notification of the inspector in charge of 
the receiving establishment where the removal of the vertebral column will take place 
regarding the number of carcasses or quarters to be expected. The receiving establishment 
must have a verifiable control system in place which will demonstrate to the satisfaction of 
the inspector in charge that all parts of the vertebral column are removed and appropriately 
disposed.. 


Note: The vertebral column of cattle aged 30 months or older, cannot be used as raw 
material in the preparation of mechanically separated meat or finely textured meat. 


3.9 VERIFICATION BY THE OPERATOR OF SRM REMOVAL AND REWORK 


The operator must verify the complete removal of all SRM. Any carcass or part that is found 
to be harbouring fragments of SRM (e.g. spinal cord) must be retained by the operator for 
rework and subsequent presentation for further examination by the operator. The operator 
should have a system which allows retention and rework of carcasses harbouring residual 
SRM to occur successfully and without gross SRM cross contamination to meat products. 
The operator must be able to demonstrate control of the system at all times. 


4.0 SRM HANDLING AND DISPOSITION 


This section describes effective separation of SRM from the carcass, provisions for storage 
of SRM and hygienic standards associated with floor waste and inedible containers. Because 
of structural differences between establishments, procedures for separating and isolating the 
various SRM may vary. Generally, separation of SRM should occur as soon as possible and 
care should be taken to avoid gross contamination of meat products and the establishment 
environment by SRM. 


4.1 HANDLING OF SRM WITHIN THE ESTABLISHMENT 


SRM should be separated from carcasses at the earliest opportunity during the dressing 
process. SRM should be placed in inedible containers without delay and regularly moved to 
the inedible products area. This must include all SRM separated from the carcass, SRM from 
the floor and gross SRM debris. Basic principles of hygiene must be observed at all times. 


4.2 FLOOR WASTE 


Areas where SRM are removed or handled should be regularly attended to by cleaners. 
Systems for containing gross debris and operational cleaning of these areas is important. 
SRM shoveled from the floor and any SRM debris from channels and drain covers/traps 
should be deposited into an inedible container. Use of squeegees is recommended. Drain 
covers and traps should be lifted and all matter collected from these sources shall be 
deposited into an inedible container, at least at the end of each working day. 


4.3 SRM CONTAINERS 


It is important that all SRM and debris are contained within inedible containers. Containers 
that leak shall not be used until they are repaired. 
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4.4 CLEANING OF SRM CONTAINERS 


All equipment and containers used in the handling of SRM must be routinely cleaned and 
sanitized. Inedible containers must at all times be acceptably clean. If inedible containers are 
being returned by a rendering company in an unclean state they shall not be used until they 
are cleaned and sanitized. Cleaning of inedible containers should not occur where there are 
meat products in the vicinity. The cleaning and sanitizing of inedible containers should be an 
integral part of the cleaning schedule of the premises, and verified during the pre-operational 
inspection. 


3.0 SRM CONTROLS . 


The operator is responsible for the development, implementation, and maintenance of 
documented control programs that address all the components of this SRM removal policy 
including age determination and carcass identification. The control programs must ensure 
compliance with the relevant provisions of the Meat Hygiene Manual of Procedures (MOP), 
the Meat Inspection Regulations, 1990 and the Health of Animals Regulations with respect to 
the control and disposition of bovine SRM and inedible material, including dead stock (dead 
on arrival) material. Operators who have implemented a HACCP system are expected to 
modify it accordingly. 


All appropriate staff including supervisors and managers should have broad and current 
knowledge of the potential risk of BSE to the human population as well as the risk to the 
national cattle herd. The operator and all staff should have demonstrable knowledge of the 
establishment's SRM control programs and be able to demonstrate with accurate records 
that the SRM controls they have put in place, have been implemented in practice, resulting in 
full compliance with the regulations and policy requirements. 


CFIA inspection personnel must be able to demonstrate their thorough familiarity with the 
SRM control programs established by the operator and to verify full compliance with relevant 


regulations and this policy through the completion of relevant MCAP tasks and other 
inspection records as required. 


APPENDIX A 


CATTLE DENTITION 
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Figure II 
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RUMINANT 


FIGURE 35-1. Bovine dura mater enclosed spinal cord; 
dorsal view (spinal cord segment indicated by broken lines). 
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APPENDIX B 
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- International Specified Risk Materials (SRM) 
Activities / Trade 
- Media In Canada, the following tissues are defined in regulation as SRM: skull, 
pee brain, trigeminal ganglia (clusters of nerve cells connect to the brain and 


closely apposed to the exterior of the skull), eyes, tonsils, spinal cord, and 
dorsal root ganglia (clusters of nerve cells connected to the spinal cord 
and closely apposed to the vertebral column) of cattle aged 30 months or 
older, and the distal ileum (part of the small intestine) of cattle of all ages. 
Specified risk materials, with the exception of the skull, are tissues that, in 
BSE-infected cattle, have been shown to contain the infective agent and 
transmit the disease. The skull has been designated because of the high 
probability of it becoming contaminated at the time of stunning and during 
manipulation of the other tissues if their separate removal was permitted. 
The SRM must be removed at slaughter or, in the case of the dorsal root 
ganglia, during the cutting/boning process, and disposed of along with 
other inedible material from the establishment. 


In order to ensure complete removal of the dorsal root ganglia, operators 
are required to remove the vertebral column from cattle aged 30 months 
and older. For the purposes of this policy, the definition of the vertebral 
column excludes the vertebrae of the tail, the transverse processes of the 
lumbar and thoracic vertebrae, and the wings of the sacrum. The CFIA 
and Health Canada will entertain proposals from industry on possible 
changes to this definition that would increase economic return while still 
providing the necessary assurance of complete removal of the dorsal root 
ganglia. In any case, the vertebral column of cattle over 30 months of age 
cannot be used as raw material in the preparation of mechanically 
separated meat or finely textured meat. 


Similarly, in order to ensure removal of the distal ileum in a manner that 
can be verified by inspection staff, operators are required to remove the 
entire small intestine from cattle of all ages. This requirement may be 
modified when procedures are identified that would enable removal of the 
distal ileum in a manner that is visually verifiable by inspection staff. 


implementation 
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In accordance with Meat Hygiene Directive 2003-18, the effective date for 
implementation of the SRM removal policy in federally registered 
establishments is July 24, 2003. 





As of August 23, 2003, the requirement to remove the SRM will apply by 
regulation to all businesses and individuals who slaughter cattle in 
Canada and, in the case of the vertebral column, to all businesses and 
individuals who cut up or debone carcasses or quarters of cattle over 30 
months of age to produce beef or beef products for human consumption. 


Directive 2003-18 describes requirements for the removal, identification, 
control and disposition of SRM. While the Directive was developed for 
application in federally registered establishments it can also serve aS a 
guide or reference document for other jurisdictions. 


Background 


While BSE is a cattle disease, the human disease called variant 
Creutzfeldt-Jacob Disease (vCJD) has been associated with the 
consumption of products derived from BSE-infected cattle. Cattle tissues 
identified as SRM are not generally consumed as food. However, during 
processing, SRM could be unintentionally included in meat products 
destined for human consumption. 


The SRM policy is being introduced to prevent tissues that may contain 
BSE infectivity from entering the human food chain and thereby further 
enhance public health protection. The detection of the one case of BSE 
has not compromised the safety of Canada’s food supply. Although only 
one animal has been found to date to be infected with BSE, taking action 
to remove SRM from cattle at slaughter will further enhance the safety of 
the food supply in Canada. Canada’s food supply is also protected from 
BSE by the CFIA’s feed ban, import restrictions and routine animal 
Surveillance. The development of this new policy on SRM removal reflects 
the government's commitment to strengthening Canada’s BSE measures 
and to protecting the health of Canadians. 


Where Can | Find More Information? 
Policy Information 


e Policy on Specified Risk Materials of Bovine Origin in the Food 
Supply http:/Awww.he-sc.gc.ca/english/diseases/bse/index.htm| 

e Removal of Specified Risk Materials from Cattle Slaughtered in 
Establishments Inspected Under the Meat Inspection Regulations 
http://www.inspection.gc.ca/english/anima/meavia/mmopmmhy/ 
direct/2003/direct18e.shtml 
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Canadian Food Inspection Agency's BSE Investigation 


http://www. inspection 1.9c.ca/english/anima/heasan/disemala/ 
bseesb/bseesbindexe. shtml 


e Variant Creutzfeldt-Jacob Disease 
http:/www.he-sc.gc.ca/english/diseases/cjd/bg4.htm| 
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